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I INIRODUCTION
Under the anthority of § 5(6) of tho Toxic Substancés Control Act ("TSCA") (15 US.C.
2604(;3)), the Environmental Protection Agency ("EfA“ or "the Agency™) issue; the attached
_ Order, regarding two premanufacture notices ("PMNS") P-09-293 and P-09-294 for the chemical

substances |

Land[

i; CAé Régi_st;y Numbers: [ | 3 (“the PW substances”) submitted by [ |
N (';the? Compan-y"),' to take éffECt_ upon expiration. of the PMN

rcv1ew period. .'I'_he Company submitted the PM'Ns'toi EPA pursﬁant to § 5()(1) of TSCA and 40
CFRPat720. | B | L |

| Uﬁdér § 15 of TSCA, it is uﬁ}awful for any person trorfai'l or 1efuse to comply with any. .
- provision of § 5 or amy or_dér i;'sﬁed under § 5. 1R'fi.olators may be sfubject- to various i)enalties' amf,lw X
to both cﬂmmal andclvﬂ ]ia_biﬁty pursuant to § 16, and to specific enforcement and seizure |
pursuant to §17. In addiﬁon, chemical subétanc&é subject to an Ordgr is;sued undar §5 of TSCA,-'

such as this one, are subject to the § 12(b) export notice requirernient.

II. SUMMARY OF TERMS OF THE ORDER
" The Consent Order for these two VPM'N substances requires the Company to:
(a ) submit to EPA certain tiered toxicity, énvironmental fate and physical/chemical testing on

the PMN substances P-09-293 and P-09-294 at least 14 weeks before'manufaictur'ing or importing



v

_ a total of [ 1, [ ‘ LI LI N andl[ ] kilogrars (kgs) of the two
PMN substances; |
() analyze_and report to EPA [ 1 ¥ impurities;

(c)not exceed maximum levels of [‘ - ] impurities;-

() maintain certain records.
Although a Consent Order for Contract Manufacturer is not attached to extend the reqmrements
in this Order to an. 1dent1ﬁed Contract Manufac‘turer, the Company may use a Coniract .

~ Manufacturer in the future, 1f a'modification of this Order by an Order for the Contract
Manufacturer is approved and signed b;; EPA ;nd is signed by the Contract Manufacturer. This
Conse‘ot Orde.r estéb]isheé tho feqoiremehts for the Company if a Contrabt‘ Manufacturer_ :
manufactures the _PMN substances, Prior to usiﬁg a Contract Manufacturer, the Company must
submif to EPA the Controot Manufactarer idenﬁﬁ and other ma_nufacto.ring procesé, and
exposure, and release informaﬁon oonoeming the Cont;act Manufacturer. ‘ The ‘Contract

' Manufacturer Would be Tequired to koep records of quantltux manufaotu.rod but the Company

must submit to EPA the required teshng

IIl. CONTENTS OF PMNS
By signing this Order, the Company represents that it has carefully reviewed thls
document and agrees that all information herein that is claimed as confidential by the Company

is correctly identi.ﬁod within brackets and that any information that is not bracketed is not

*As used in both the Preamble and Consent Order of this document, the terms | ]
mean [ ‘ ‘ 1
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claimed as confidential. To mal;e this document available for public viewing, EPA will rémove

only information contained within the brackets.

Conﬁdenﬁal Business Information Claims (Bracketed in the Preamble and Order): company |
iden‘titSF, Spéciﬁc chemical identity, production volumes, manufacturing process, processing, and-

use information, and other information.

Chemical Tdentities:
Specific: P-09-293|
1; and P-09-294-{

L CAS Rogistry Numbers: [ I
Generic: Phos‘?hoﬁc acid, mlxed esters with partially fluorinated alcohol, ammoninm salts.:
'P~o9-293' and P-00-294

Specific: --[

1.

Generic: 1) Coating for open, non-dispersive usé; and 2) Surface active agent.

Maximum ]12-Month Hoduéﬁon Volume: P-09-293--] 1 kg/yr and P-09-294- ] kgfyr

Test Data Submitted with PMN and During the Review ]éeribd (inany acronyms are sabsequently

explained in section IV below where the results of the studies are discussed):
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P-09-293-with the original PMN aud durmg the sﬁbsequent review period: Acute
Inhalaﬁon study (Approximiate I ethal concentration (ALC), .
| | | ]; Acute Orat
LD50[ |
]; Skin and E&e Irritatioil; 48-hr Dapjmia Screening and Dap]mia test EC 50; -
" Toxicity to Aquaﬁc Plants-Algac; Ready Btodegradablhty' Bacterlal Reverse Mutation, |

and Local Lymph Node Assay (LLNA); .
P—G9—294—Q1‘al Lb 5071 . ']'; Slciu and Eye Trritation; Bactéﬁal Reverse Mutation;

Inheréﬁt Biodegradability; Toxicity to Aquatic Plants-Algaé; Local Lymph Node Assay -

(LINA)[ J; and 48-hr Daphnia Scroening study ECS0 [
k |

. List of Ongoing Studies (at the time of PMN submission)
Toxicity Studies on [ - - O

T 111560 [ 1-24748: [ ] Screening 10-Dose Oral Gavage Studyin
Rats;. )

I 118510 - Repeated Dose Oral Toxicity Two-Week
Gavage Study 3 volumes; Repeated dose, 90-day Study with Reproductlve Screen
(submitted in July 2007).

V. EPA’S A.SSESSMENT OF EXPOSURE AND RISK

Thc fo]lovnng arc EPA’s predictions regardmg the probable toxicity, human exposure

- and environmental release of the PMN substances, based on the information currently available

to the Agency.
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Human Health Effects and Fate Symmary: EPA has concerns for potential incineration or other

decomposition produt:ts of the PMN substances. EPA also has concerns that the PI\/IN '
substances under some condiﬁons of use-- particularly non—induguiaL cqmmerciél, or cox-]sumer'
use~ could cause lung effects; ba‘séd on limited datzt on somie perﬂtiorinated odmpounds._ Dunng
the review period, the Company submltted an Acute Inhalatlon stody on P-09-293[ .
The Acute Inhalauon study in rats on P-09-293 was conducted overa 4—hour exposlre
period. The doses for the study were 50, 86, 150, and 500 mgfmn3. A]l five Iais dicd atthetwo
: hjghe_s,t, doses, while one rat died at 86 mg/mi'_». The_other four rats r_ecovqret_i and gained_ vs;eight
normally, beginning threc days post—exposure. .In the 50 mgth grouia there ‘x;_vei-é" no deaths ai_1d '
the rats gamed Welght nom:lally two days after exposm:e | a
— - EPA expects that the PMN substances W111 degirade based on [
_ » ]. The PMN substances are reactlon products and may degrade to
S B
. Based on information submitted to EPA. durmg the; PMN roview period, the PMN
substances have [ . | ' ]; EPA has
agreetl that for routine analySIS, the Comp_én}t may analyze the starting matcrié_l;-the'l
1 for the following :;nélytes: T | |

| | 7]7.‘ The Company will
also anmially an'alyzc the starting material, [ - ] for [ ], including esttxbﬁshing
calibration curves wherc the LOQ is] - 1 Howévér, at initial manufacture and at
least annually ttlereaﬁer, the Company has agreed to analyze representative samples of interim

formulations called the “Initially Isolated Formulations”of the final formulation of the PMN



substances. “Tnitially Tsolated Formulations” is defined in the Definitions sectieri of this
Cer]sent Order (Attachrnent A)
~ The Cerrqeany will eorltinue ,ro work tew'a:rds reducing the maxitnum amount of

impurities [ ]. During commercial production, _

these irnpuﬁties are produced partly by [

T The Companyhas agreed to seek ways to minimize theSe mpuntles The |

Company, in consultatlon Wr‘th EPA., has agreed to [
A ]. The Company is also

evaluating other chemical management steps, which inchude

]. To further document and control the actual
‘ eontamjnaﬁ_oii and efforts 'to reduce the impurity levels, the'Com'pany will limit the maximum
1mpu11ty levels in the starhng ma:tenal, [ ] not to exceed the current. attainable

levels (see Tables 1 and 2 in the Chermcal Synthesrs and Composition seetron of the attached

Consent Order) and will report the various Impuntles [
| ] annually.
These perfluorinated produets_ may be releaéed to the eny:irenment from incomplete -
7 incinereﬁon of the PMIN substances at low temperahires. EPA has preliminary evidence,

incheding data on other [ 1, that suggests that, under some

conditions, the PMN substances could degrade in the environment. EPA has concerns that these
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degradation products will persist in the environment, could bioaccumulate or biomagnify, and

. cpuld be toxic {PBT) to people, wild mamrals, and birds based on data on analog chemicals, -

including perfluorooctanoic acid (PFOA) and | 1. The
presumed perfluorinted degradants for these PMN substances include
1. There is limited toxicological data in animals on [ | ot precursors, which is

_summa:ized below.
PFOAis expected to persist for yea:as in the envmmmeﬁt B10degradat10n and photolysm '

tests of analo gous stbstances md:cate little or no blodegradatmn or photolysm of perﬂuoroa]kyl
compounds. Bmaccumulanon concgms are based on the measured prescnce of certain
. i}erﬂumoaikyl compounds, including PFOA, in wiidlifé and in buman blqo'd' sgnipks. T;)xicity
studies on PFOA indicaiée ﬂevéle;}pmgntal, feprodﬁgﬂve ‘an\d systémic toxicity in varions speciés.
Cancer ma,sr aiso be of concém. lhcs;c.factbls,' taken togeihcr raise concerns for potential -
| adverse chronic effects in humans and mldhfe For addmonal mformatlon about PFOA

| consult the TP A regrilatory docket at OPPT-2003-0013. Additional information about PFOA,
[ ], and other perfluorinated mlbstances may also be found in the Admz‘ni,s'tmtivé Record |
for PFOS, PFOA, and T wlomers ‘and R‘élated Chemicals (AR—226). Admiristrative Record
(AR—226) isnot cunenﬂy available online, but copies can be requ&sted on CD-ROM from the

EPA Docket ofﬁce by calling 202/566-0280 or sendmg an emaal request to oppt nmc@epa gov.

Limited tOXlCOlOgical ecologmal and fate data now emst on | 1 and some of the
[ |-derived polymers and other substan_ces; sec the PMN docket for data for these specific
PMNs. A pharrﬁacokineﬁcé study on | | and for comparison perfluorobutane sulfonate

(PFBS) in the Cynoinolgus Monkey was submitted previonsly. This study indicates that the
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serum half-life of | }in these mmakeys is less than 24 houis-, whereas the Iialf—ijfe of
 PFOA in monkeys is 20.9 days in femate monkeys, 32.6 days in male monkeys, and 3.8 years in
humans Another company also *conducted a pharmacoldneﬁcs study on [ ] in rats that
showed a serum half- hfe of one hour or less. T.hcsc data and assessments support the
assessment of reduced bioaccumulation of [ ] relative to PFOA.

The Compauy subject to this Consent OIder has conducted a 90-day study w1th a

_ 'feproduc‘l}on scréen on n[ ]. Dose levels for this study were 0, 20, 100,

and 500 mg/kg/’ d‘ay. EPA ‘r_ecei;red thig study at the end of JuIy 2007. . EPA review of ﬂns study

| concluded that a no-observed adverse effect level (NOAEL), was not established m this study
for systemlc effects. There were numérous effects at 100 and 500 mgfkgfday on nasal tlssue
| hver and thyrmd., and at 500 mg/kg/day on body wetg'ht, the red blood ce]l system, clotlmg, and
the kldney The EPA rewewer concluded that although not clearly dose rclated, the elcvatlon of

two ma:kers for hver toxmlty across all treated groups of males in elinical chemlst[y, and the ‘
ﬁndl_ng of focal necrosis_in the liver across all tl:eated groups of mal&s, as well as; in treated .
recovery males, and the absence of this result in the c;)nU‘oIs; leads to the:concluéion that 1o
NOAEL was -achieved. | -

For the oﬁe—gcneraﬁon r@productivé toxicity sfudy compoﬁén; of t]ns study,’the

B reproductive toﬁﬁty NOAEL 1s SOOImgﬂ(g/' day (the highest_d'osa tested). The systemic toxicity
NOAEL for P1 rats was 20 me/kg/day based on decreased body weights/body weight gains at
| 100 and 500 mg/kgfday. The systemic toxicity for F1 adults is 100 mg/kg/day base;l on reduced
body weights/body weight gains and reduced food coﬁs‘umption at 500 mg/kg/day. The

developmental toxicity NOAEL for Fl pups was 100 mg/kg/day based on decreased pup
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wei gﬁfs at 500 mg/kg/day. The rats (P1 generation; 20/sex/group) were administered gavage
doses of 0, 20, 100_ .OI' 500 mg/kg/day for 70 days pre~mdﬁng, and then mated for a maximum of -
. 2 weeks to produce 1 litter. Dosing was cbntinued durmg mating, gestation, and lactation.

In addition, in 2005, another éomi)any conducted a Combined Repeated-Dose Toxicity

Study with Reproduction/Developmental Scrocning Test, (OBCD 422) in rats for [ ] and
the [ 1. The EPA review of these su‘bchfonii: and reproductive data on [ | ] |
and the [ ] concluded ﬂlai for [ '] no repmducﬁve effects were seen at any :

dose. Dose leve]s were 50, 150 and 450/300 mg/kg/day (450 was reduced to 300 in. the study
- on day4 beca,use of tomcnty) However systelmc eﬂ'ectsvpnmanly liver cffects--were seen.
E‘PA, mnew places the NOAEL for [ 1 at 50 mg/_kg/day. FOJ{ the [ ‘ ]_, the
déées were 25, ‘75, and 225 mg/kg/da-y. For sﬁrstemic cﬂ'ects, 5o NOAEL W‘-':I.S achieved with ﬂ:.le
Iowest~0bserved Adverse Effect Lavel (LOAEL) at 25 mg/kg/day. Fer reproductive or
. developmental eﬁ'ects the NOAEL is 75 mg/kg/day and the LOAEL is 225 mg/kg/day

In 2006, auothar company submitted a 90-day Oral Repeatgd Dose Tomc_lty Study -
(OECD {_}08)‘ for [— ' ] Dose ié{réls for_ this study were 0 (vehicle conifol), 10, 50, or 260
- mg/]{;g/da:y and were ba?séd on the prévioﬁs Combined Study (QECD 422). BPA review set the
. Lowest- Effeét Level (LOEL) or LOAEL at 10 mg/kg/day, based on the body weight g_a'in being
lower in all treated grdups of males. There was treaﬁﬁent—relaied toxicity in tﬁe liver and the red
blood cell system (anemia) in males at 200 mg/kg/day'. There was also increased peroxisomal
beta éi_ﬂ'daiion acﬁvity at this dose level. Hepamtoﬁcity and pero'xisomal beta oxidation activity

have also been seen in studies on PFQOA.
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The significance of the ﬁndiﬁg of a benign brain tumor (astrogytoma.) in one male rat in
thfs high dose group is not clear. It is not the type of mﬁo: nbrma]ly associated with PFO_A_—type :
comiaoundé, is not a rare fumor, and may_be incidental. Abnormal histopath‘ology_ ‘.;Vas observed
in the tostes (2 males) and epididyimides (i male) at 200 mg/kg/day and is a sign of concern for
male Ieprodl;;cti_ve toxicity. Further tesﬁﬁg should investigate male i‘eprodﬁcﬁve effects. From
ﬂ:ni_s study, the potenﬁal for i@nmotoﬁb effects is low. The;e have 'beensbxﬁe smdies s‘howing-
immunotoxic effeots fgqtﬁ PFOA. Any investigation of immunctoxic effects shbﬁld await the
COfrobt_)r'aﬁve tesﬁné now being coriducted by EPA, Office of ﬁeséarch and ]jcvclopm§nt.
There were no clinical signs of neurotoxicity and thereIWG_re no treatment-related eﬁ'ei:t&-*. in the
ﬁJﬁcﬁénal observation battery or motor behavior. |
o Another 9'0'—day study has beeﬁ‘mlbymitte_drtq EPAon[ = ] : EPA rewew é)f that N .
study concluded that blo‘oci. aﬁd ]ive;}'eﬂ‘ects were seen at the hlghest dosé. This é’ruﬂy ha;l |
.comparable doses with the other StllleS | B
These and ofher data mdlcate a different and less toxic proﬁlc for [ ' 7] (a preéumed
mﬁronmcntgl degradant of the PMN substances) than, for PFQA. Howeyer, based on: Q)] ﬂrle‘ :
persistence of | 1@ potenﬁél'in_terme_djate fate ﬁroducts; and, (3) the possibility or -
likelihood that this substance may be used as a major substitute for some uses of PFOA, EPA
believes that more information s needed on the foxicity of[ ] and possibly ofher
environmental de gradants, and the fate and physi_cal/cheﬁﬁcal prope‘rﬁés .o_f ] J—derived or
related polymers in the enviromq,ant | o - B
EPA also behcvcs that additional reproducﬁve and long-term toxicological testing on

[ ]in ammals is warranted. To this end, the Company has conducted a 90-day Repeated



- Dose Study With Reproductive Screen. EPA_eXpects that aiquiﬁed reproductive test (OECD
421, modified) will be cortducted by another company. The modiflcatit_)'ns fqr the reproductive
test include: . (1) inprease the parental .sampie size to 20; (2) the duration of the studjlr should be
éxtehded to uniil the pu;;s have reache:i. sexual matumﬁon; (3) parental males should be dosed
for 10 weeks prior to mati;:lg; (4) dosing of the.parcntal animals should be continued through
lactation and then the pups should be du‘ectly dosed until they reach sexual mafura‘tton (5) pup
body weight shnuld be recorded on lactation days 0, 4,7, 14, and 21, and then at weekly

.intervals, ®) lltter ,Slze_ca;n be sta_n_dard.r;:_:d to 4 pups/ltter on lactation day 4 (optI_onal)';, (7) at

W eamng one pup/sex/litter can be raridomly selected to follow until sexual matu;aﬁon; and (8)

: fhertimie of sexual matuation should bf: recorded (i.e. vag:mal opening and pr'jcpuﬁal seﬁaration).

EPA eipccfé that anothcr compary vﬁll also condl;;ct a Gﬂfﬂbingd'Carcmégcnicity/Chmnic |

ioxiqitj test (OPPTS 870.4300/OECD 453). " An gvién reproduction test (bobwhité quail)

_ (OECD 206) will alsb be conduc'téd_ bﬁ another _cbmpa;ly. EPA may Sﬁﬂ scvaek‘radﬂitional avien -
rﬁ;pr;)ducﬁdﬁ .teSﬁJ:tg (OECD 206) in-ma-,llard &dcks. In addition, comparative data, especially on '
the pharmacakinetics of [ ] and other ?erﬂﬁoﬁﬁated substances will be developed by

testing of the Naﬁoqial Toxit_:olagy Program (NTP) in the so-called Perﬂuoﬁna;ed Gomi;ounds
Class Study. |

-EPA be]iéves that characterization in mélnxﬁaﬁan studJes of the PMN substance, P-09-
294 would be valuable. EPA is 'requiriﬁg this t&stmg at & cerfain production volume of the two

PMN substances. M
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Environmental Bffects Summary; EPA expects the PMIN substanccs or the degradants to be ‘
~ highly persistent. Hydrolysis of the [ 1 may be approxnmately 5 years to generate
the [ 1 abioﬁcally However, there are [ - 1 enzymes produced by

certain organisms that may hasten this process. A study on sludge degradatlon

of a similar [ | _ | ] produced perﬂuormated alkyl car’ooxylates {PFAC)in 16
day;s.. | 7 .
The Company conducted testing on daphnia, and algaé c;n fomﬁlgﬁ'ons of P-09-293
[ B | ..] and P-09-294 [ | ., . For P-09-293, the results were: Daphnia 48 _I]IECSO" .
of >I20;->120 and 87.6 mg/L (aqueous disi)érsioﬁs, three different donCeniIaﬁons)__ and Algae of S
34.7 mg/L and for P-09-294, _ﬁm Daphnia 48-hr EC50 was >120 ‘mgf_L and Algae was 46.1
mgL. | | | |
EPA will requue that the PMN substances, P-09 293 and P09-294 be tcsted in fish flow-
‘through method with analytical measurement of the test substancc and that a cernﬁcate of
_ analyms for the test substance be subxmtted. EPA may requirc Fish Barly Life stage testing 1f
the substances shov% toxicity in the acute fish tests at less than 1 mg/L Thé Cdﬁpany maust
consult the OPPTS guideline 850.1_000:, Special considerations for conducting aquatic
laboratory studies. Tn additio‘p, there is high concern for poséiﬁ]e, envirqnj::nental eﬁ'écts from the
potential persistent deMﬁon pro'duét [ J- As stated previously, the analdg PFOA is
| persistent in thé-environnient ‘and has a long bioretenﬁqn_i time in various species. It has been
detected in a nlﬁnb& of SpeCICS of wild_lifé, including marine mammals. Tt is tomc to
mamma_]ian and other species. Thé presence i the environment and tdxibological properties of

PFGA continue to be investigated. Some limited acute ecotoxicologicél effects data exist on.
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f - ] in fish, daphnia, and algae. EPA believes development of additional chronic data on

1 ]is warranted. These studies are being-conducted by other companiés.

Exposure and Env:ironmental Release Swmmary: Thermal and simulated in'cincration testmg

| enusts oD some related polymers “This testing mdlcatm that incomplete incineration products _
are formed at Jower incineration temperatm'es Mod:lﬁed Zahn Weﬂcns and Seml-Conh:nuous
-Achvated Shudge (SCAS) bxodeg;radatlon tests have been conducted. on some related polymers.
E_PA Vhas determined th;t some related polymcrs deg}'ade, while anoi_:hef did not show ‘sig;ns of
- dégradation dﬁriﬁg fhe time'ﬁamé of fhe test. EPA has received and reviéWed fest data showﬁg _
that certain polymers with perﬂuoroa]kyl substltuents degrade to form perﬂuoroalky]; contammg
mtermedmtes and perﬂuoroaﬂ{yl contammg orgamc acids. EPA expects that these PIVIN
' substances will degradc. |
Tlhe' PMN substances are expected to be used m DI
Jand applied by fndustrial and commercial apia]ich_to;‘& and used in [

1 by consumers; and 2) [ - 1. The PMN
sﬁbsﬁnws are expf?cted {o Ee‘ manufactmed. at [ ]- Releasesto water and air via |
| incineration are expected du1:ing mﬁuﬁ@a from equipment and container cle:aning-.
Occupatic;nal e:;posures are expected fo be-by the dermal réute. Du;rmg processing for the
- | _ 1 use, procéssing is esﬁmafed at| ] sites for [ 1
days per year; and for the [ | |, processing is &stima‘téd‘at [ ]sites :for [ 1]

. days. Releage could be via incincration or to water.
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: Durmg use at thany sites, releases could be to wa-ter or landfill. Commf:rciél use could be
by [ _ 1. Occ;upaﬁonal exposurcs are prim'arily dermal. Thc Company Material
Safety Data Sheet (MSDS) recommends i impervious gloves and NIOSH approved respirators |
‘where there is poteni;lal for auborne exposures.

Consumer eXposu're will be dermal, except thereis a possibﬂity of commercial and

consumer spray use for ﬂ-;_le [ Juse. The PMN substances will

* be al a maximum of | ] in thel 1] formula‘tmn for consumer use. EPA beheves that the -
bonsmﬂer_use of the PMN s;ubstances‘ are consistent with an am‘lte exposure pattem Using an
‘_'EPA model that estimates spray [ ] exposurcs EPA calculated a  peak 10-second exposure.
EPA eshmatcs that the 10—second peak is maximum exposure of 00279 mg/m3 would ocour,
Comparmg ﬂie lﬂ—secon'd peak 'exposure with the dpse and effects in the Acute Inhalation study
Wﬁere no deaﬂ;s o;;curred and minimal effects were observed gives aratio of greater than 100. -
Thefefore, the predicted inhalation exposure from spray applicéﬁon by consqmers: is_1iot expected -

to present a significant risk. |

2 Mm
| The follomng ﬁndmg,s oonstltute thebams of the Consent Order:
- (a) EPArls unable to determine the potential for human health and environmental effects from
exposure to the PMN substances and p-otential degradaﬁoﬁ products. EPA the;efore concludes,
. pursuant to-§ S(e}(I)(A)(:i) of TSCA, @ﬁﬁe information avmﬁble to tﬁe Agency is insufficient
to permit a reasoned evaluation of the human hGBiﬂl and enﬁionmental effects of the PMN

substances aad potential degradation producis.
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(&) In 1ig,l_it of the potential riek of human healt'b and environmental effeets posed by the .
imcontrolle(l menufecture,‘in:lport, proc_essir_lg, dislribuﬁon_iﬁ commerce; use, and disposal of the
PMN substances, and the Agency's cooclusioo that issuing the Order will not result in'any o
significant Vloss of benefits to society, EPA bas ooﬁcluded, pllrsuant t0§5 (e)(l-)(A)"(ij)(I) of
| TSCA, that uncontrslled manufacture, 1mport processing, distﬁbutlon in commerce use, and
disposal of the PMN substances may present an unreasonable risk of injury to human health and
the emvir‘enment. o
. (©) Inlight of the mtm:lated produouon volume of, and human exposure to, the PMN substances
_ and potentlal degradahon products EPA has fm‘ther concluded, pursnant to § 5(e)(1)(A)(11)(]])

of TSCA, that the PMN substances w1l1 be produced in- substant:[al quantltles and may
| reasonablybe auhmpated to enter the environment in substantial quanutles, end there may be

significant (or sul)sta.ntial) human exposure to the substance and potential degrade_iion products.

ENVIRONMENTAL EFFECTS

Triggered Testing, The Order prohibits the Company from exceeding specified
“production irolm;ues unless the Company submits the mformaﬁon described m the Testiog
: sect_ion ofthis Order in aocordance with the oOﬂditions epeciﬁed in the Testing eection. The
.Phyglcal properties of the PMN substances aod target a:—n-alytes present techﬁiea.l cha]lenges in
- eoodlicting the fequired testing,. EPA will review submitted pr_ofocol's in a timely fashion as |

- stated in the Consent Order and provide additional relevant information and input to the extent
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that it is know‘n and not claimed confidential by other compam'es.: EPA is quumng testing on
P-09-293 and P-09-294, - | |
Pending Testing. The Order does not require submission of the following information at
eny‘ specified time or production volume. However, ﬂle Order’s rest[ictions‘ on manufacture,
1mport, processing, distribution in commerce, use, and dmposal of the PMN substances will
- Temain m effect undil the Order is modified or revoked by EPA based on submission of the
following or other relevant infonpa‘tio_n.' | |
EPA. cxpects that prdtocel‘_.s would be _suﬁtnitt_ed prior to any addifional toxicological or.
' eco'toxieold]g:icai testing required un&er this Consenf Order‘.:'Due to the Iimited‘ water sohﬂai]ity
of some of these Substances and conscquent analyhcal dlfﬁculues ‘some mod1ﬁcatt0n of the
pmtoeols may be necessary These and other modlﬁcatmns wilt be agreed upon between EPA -
and the Cempa:ny. - | S |
o D) Becauseisome eoﬁe_ems fer the PMN substances -are‘besed on analogy between
[ Jand f’FOA; aed because [ ' Jisa poteﬁﬁel ulﬁirlete degradation product .qf the
PMN substances, the foﬂoﬁing additional infe;tma‘tion on[ ] woudd be necmsaey to
| evalnate the human health and envimmnental effects Whieh-may be caused by the PMN
substances: a modiﬁed I-generation reproduction study in rats or mice (OECD Guideline ;121
| modified as stated earﬁer in the Preamble) or -other. reproduction tesﬁiig -in animals ’rhai'
‘addresses concerns raised m other @ting on| ) a eogzbined chrorﬁc_
. toxicit;/carcinogenjeity test in Sprague Dawieyrais (OECD Guideline 433); and an avian

reproduction test (OECD Guideline 206) in bobwhite quail and mallard ducks.
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(2) Information on inhalation toxicology if the substance were to be sprayed by

] or sold for Spray apphcatlon use by consumers
where nse mi ight be typically repeated ina chromc manner. This could mclude a repeated dose

mhalatlon study w1th a bronchoalveolar Iavagc component and special attennon to
hlstopatholo 2y (mﬂammatton and cell prohferatlon) or other relevant mformatlon Based on

current expectod use, no addltlonal mammahan tomcology testmg is rccommmded for this

exposure via inhalation.
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CONSENT ORDER

i SCOPE 181 APPLICAB]LITY AND EXEMP‘I‘IONS

.'(a) pe The qumrements of this Order applyto a]l commerclal manufacturmg, procmsmg,

. dlstnbutlon in commerce, use and dlsposal of the follomng two chemlcal substances L

1 (2-09-293); and [

1¢p-
- 09-294); CAS Registry Numbers: [ - ]- (the “PMN substanC&ﬂ”) in the United States
by [ : | ] (“the Company’ ), except to the extent that those |

.actwmcs are exempted by pa.rag:raph (b)

(b) | Exemptions. Manufacturing of the PMZ[‘;T substances is c;;xempi frém the requirements of this
Order (except the requitements in the Recordkeeping and Successor Lirability Upon T'ransfer Oof
| Consent Order sections) only to the extent th-ai (1) these ‘acﬁviﬁes a.ré condﬁcted in fall
compliance with aﬁ\app'ﬁcab}c reéuirements of the following exmpﬁo?s, and {2) such
cempliancé is documented by appropriate record keeping 4s required in the Recordkeeping section.
of this Order. | |

' Inlemnet Address (URL) ® htip:/fwww.epa.gov
Recycied/Recyclable ¢ Prinbsd with Vegatable Off Based Inks on 100% Posiconsumey, Process Chiorine Free Racycled Paper



, 2
) E_gg)ﬁ. Uniil the Company begins commercial manufacture of the PMN substances
for use in .the United States the requirenients of tbi's Order do not apply to elanufaeture, v
processmg or distribution in commerce of the PMN substances solely for export in accordance
with TSCA §12(a) and (b), 40 CFR. 720. 3(3) and 40 CFR Part 707. However, once the Company
begms to manufactu:e the PMN substanees for use in the Umted States no furﬂler acuv1ty by the
Coimpany mvelvmg the PMN substances is exempt as “solely for exporf’ even if s0mae amou:_li? of
the PMN substances is later expoﬁed_ At that point, the requitements of this Order apply.- to all
_ aetiviﬁes essedie‘%e& with the PMN substances weﬂe in the ferritory of the United Stéltes. Priotto |
-leaving U.S. territory, even ,those quaﬁti-ties or ba.tches of the PMN substances that are destined fox-
- expori_e;e subject to terres of ﬂle @dq, and coem t_owa'rdé’ any p;rodueﬁo'n volﬁne test triggers in
- th'e.Te'stiﬂg section of thL's Order. N |

2) Research & Develojlment (ﬂ{&D”) The qumremenfs of this O:rder de not apply to

mamﬂacﬁmng, procmsmg, dlstn‘butlon in commerce, use and disposal of the PMN substances in
‘ .small quantltles solely for research and development in aecordance with TSCA §5(h)(3 ) 40 CFR
7203(cc), and 40 CFR 72036. The requ:trements of this Order also do ot wply 0.
manufacturmg, processmg, distribution in commerce, use and msposal of the PMIN substa.nces
when manufactured solely for non-commermal research a.nd development per 40 CFR 720. 3(}(1)
and TSCA §5(). |

3 Byp‘foducts; The requuements of this Order do eot apply to the PMN substances
when tﬁey ave produced, without .separate commercial inteat,-only as a “byproduct”%as defined at
40 CFR 720.3(d) and in compliatice with 40 CFR 720. 30(g) |

(%) No Separate Commercial Purpose. The requirements of this Order do not apply to the

PMN substances when they are manufactured, pursuant to aiiy of the exemptions in 40 CER
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720.30(h), with no commercial purpose separate fom the substance, mixiure, or article of which

they are a part.
(5) Imported Articles. The reqlﬁr—emcnts of this Order do not apply to the VPMN‘subs'tances

when they are nnpo:rted as part of an “ar'tic]e;_’ as defined at 40 CFR 720.3(c) and in compliance

“with 40 CFR 720.22(b)(1).

(c) Automatlc Sunset. If the Company has obtained for the PMN substanoes a Test Market

Exemptlon (“TME"") under TSCA §5(h)(1) and 40 CFR 720 38 or a Low Volume Exemptlon '
(“LVE”) or Low Relea.se and Exposurc Exemptlon (“LoREX") under TS CA §5(h)(4) and 40 CFR

7235 0(0)(1) and (2) respectlvely, any such exempﬁon is automatlca.‘:ly rendered null and v01d as

of the effecﬁve date of this Consent Order

1. - TERMS OF MANUFACTURE, IMPORT, PROCESSING
DISTRIBUTION IN COMMERCE, USE, AND DISPOSAL
I’ENDH‘I G SUBMISSION AND EVALUATION
oF INFORNIATION

PROH!BI'I’ION

. 'I_‘he Company is éroh‘ibited ﬁ'om manufz;dhlﬁﬁg'the PMN -substanc&s in 'tlie.United States,
for any nonexémipt commercial pmp:ose,'pending fhe developmeﬁt of information nec.e.zsslary fora
* reasoned evaluation of fhe human heaith aﬁd environinental effects of the;f.spb_stances, and the
@mp]eﬁoﬁ of EPA’s ré_view of, and regulatory action based on, that-inf(;rmaﬁmg 1n accordance ‘

with the conditions descn"beﬁ in this Order.

CHEMICAL SYNTHESIS AND C@M]’OSITIQN

(a) Restriction. The Company shall not manufacture the PMN substances unless the |
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_ ] starting material is in comﬁliance with and does not exceed the limits specified in Table-
1 and Tablec 2. The Company shail a.naljme‘the Initia]iy Isolated Formulatima of tlae PMN )
- substances for the analytes spemﬁed in Table 3 upon initial commencement of’ ma.nufa.otu:re, and
at least annually analyze and report thereafler, untii one year after the date of the last joint

manufacture or processing of a product that contarns [ ] products at the facility.

The Company shall report to the Agency fhe levels of mpuntlfs [

] assocrated with the PMN substanccs manufactured by the Company, as
. speclﬁed below For routme analysm, the Company shall analyze the staﬁ;mg ma:tenal [

1 for the following analytes shown in Table 1 below: |
1 'I'he Compa.ny will also annually analyzc the startmg matenal [ 1, for
the analyte [ ] shown in Table 2, below. The Company sha]l make

its best effort to minimize these impurities and ta seek to climinate them.

(b) Analvsm and Rggortmg The Company shall analyze representaﬂve samples of the Imhally

Tsolated F onnulaﬁons ofthe PMN substanccs manufactured or mlported by tho Cornpany o
determme oomphan(:e with the rcqmrements in paragraph (a). The Company shall also analyzo
~ thc Initially Isolated Formula.tiona of the PMN substances ai each manufacturing facility both
(i) at the 1mtlal commenoeﬁlent of norl—e)rorapt manufacture of the PMN substarrces at that |
'facility, and .(2)- at least annually thereafier duting cvery year in which the PMN substances are
manufactared at that facility or Jmported. If any new facﬂaty of manufacture is addod or rf
the process of marmfacture of the PMN substances or any intermediate thercof is significantiy

altered, then the Initiafly Isolated Formulation of the PMN substances must be analyzed at
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commencement, and annually thereafter as set forth above. If the PMN substances are imported,
the Companf shall obtain from the foreign manufactarer writien documentation o certify that
'represcntatwe samples of the 1mported form of the PMN substances have been analyzed,

oons1stf:nt w1th the requuements of this paragraph (b), a:nd determined to comply with the
'.reqmrements of paragraph (a). The Company shall repost the above analysis to EPA a_t initial

commencenient of manufacture or import and again if any new manufacturing facility is added or
if the process of manufacture of the PMN substances of any intermediate thereof is significantly

altei:'e;:d. The Cdm_pany shjall continue to repbt.t‘ fchese impuﬁty levels to EPA aﬁ;lua]iy, m a cycle
complerhertary to the [ B . ]. In
addmon to the reportmg for the Imtzally Isolated E ormulatlons of the PMN substances themselves,
the Company shall for the [ ] starting material, annually report (1) the average values
and the range of values_, inc‘ludmg ouflying data, foF the routine analysis for the anal_y_tes spemﬁed

in Table 1 and (2) the results of fhe annual analysis for the analyte specified in Table 2.



TABLE 1:
7O BEROUTINELY ANALYZEDIN[ 1 STARTING MATERIAL
| Analyte CAS Nomber Limitin[ 1
i [ 1 r |
_ 1 | ]
[ 1 I ] [ 1 (combined)
[ ] 1 -
I ] [ | | 1.
I ] [ I [ I (combined)
[ ] [ ] - |
NI [ 1 L0
[ 1 [ 1 i 1 (combined) |
.'[ _ J gl ] '
TABLE?2: . | o
TOBE ANALYZED AT LEAST ANNUAILYIN[ | 1 STARTING
7 - MATERIAL : . o
Analyte CAS Number . | Limiting 1
[ | |t ]
TABLE3:

TO BE ANALYZED AT START-UP AND AT LEAST ANNUALLY THEREAFTER
IN THE INITIALLY ISOLATED FORMULATIONS OF THE - =

PMN SUBSTANCES
' Est&nated Maximum in
Initially Isolated ™ -
Analyte CAS Number - Formulations of the PMN
o substances

[ 1 il 1 [ J{combined)
{ 1 il N - '

[ ] [ ] [ 1 (combined})
! ] [ ] ' '

[ L1 [ 1

]




MANUFACTURING

a1 Prbhi'biﬁon. The Company shall not cause, eﬁcourage, or suggest the manufacture or
. Jmport of the PMN substances by any other person..

(2) Sunset Follomng_SNUR Subparagraph (a.){l) shall expire 75 days afier promulgatlon

of a final significant new use rule ("SNUR") governing the PMN substances under secﬁéh (2)(2) .
_of TSCA-unless the Company is noﬁﬁed on or i:;cfore that day of an.actionin a ederﬂ Court '_
seekmg _]udlmal reweW of the SNUR. Ifthe Company is so notified, suhparagraph (a)(l} sha]l
not cxp}re until EPA notifies the Company in Wmmg thai all Federal Court actions involving the
‘ SNUR have been resolved and the validity of the SNUR affirmed. _

(3) Notice of SNUR When EPA. promulgates a ﬁnal SNUR for the PMN substances and
éuhparag_:rgph (a)(1) expires in accordanqe with s‘ubparagraph (a)(Z), the Company sha]l_ notify
each ']JCI'SOI_I whom it-cags'es, enconrages or éuggests to manufacture or nnport the PMN - .

substances of the existence of the SNUR

(b} Contract Manufactu:er Notmthstandmg paragraph (a), the Company may t;:ause a “Contract
Manufacturcf’ out31de the Company to manufactu:re or import the PMN substances accordmg to
' thfa following condltlons: | -

(Y The,Cbnﬁ‘act Manufacturer must be under contract to the Company to mmuf@e or |
import the PMN substances solely for tﬁe Company. The contract must specify the identify of the
PMN substances, the total quantities to be-manufa.ctured, and the basic 1:60]311(;10 gy to be used for
ménufacmﬁng. | | |

{2} The Compény shall obtain from each Contract Mgnﬁfactuérer a signed copy of the

Consent Order for Contract Manufactiwer (fo be attached to this Order as Attachment C } and
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éubmit the copy to EPA slong with the name, addmsé | and telephone number of a m?msihie
official of ﬂxe Contrazt Mamufacturer, The Contract Manufacmrm or Ccmpany st receive 2
fuﬂy exgcuted MPy of the Consent Order for Confract Manufactumr from EPA befora thc
. Cortfract Manuﬁctuxm mayhegm manufacture or J.tuport
{3} If at any time, the Company learns that the Contmnt Manuficturer has failed to cnmply
with any of the condxtmns spmﬁad in the Consent Order for Contract Ma:mﬁchn'er, |
Campany shall :tmmeﬁh ately cease to came the Contract Manufa.cm fo manuicture or nnpm-e
the PMN mlhstancm, unless the Comtract Manufaﬁturm‘ sin mmphame wﬂh a SNUR for the
l PMN suhstances, or wnless the Company is sble tﬁ docummt each of the fullowmg
(i) That thé Compzny has within 5 wmhng days, nntuﬁed the Contract Manufacturer in -
writing that fhe Contract Mauufachua_r has faﬂt:ad o comply with any of the cenditlong specified in
tho Conseat Opder for Contract mamifictarer. - |
(i) That, within 15 working da.};s of nefifying the Contract Magufeturer of the
noncompliance, the Coﬁqumy recetved from the Contract mgtumr, in'wiiting,, @ statement of
assmmaé that o Contract Mzuu:ﬁacturer is aware of the terms of the Consent Order for Contract
Manufactmm and will comply with those terzas. \ B
(’111) if, a:ﬁ:er mclvhlg a statement ofa 4SSUrance ﬁ:mn the Contract Mamficturer tnder’
subpmglaph (BJ of this Secmm, ﬂzg Company has natice or knowledge that the Comtract
| Memmfactier has failed to comply with aﬁyof'the conditions specified in the Conset Order for
Contract M&nufas:h:re;r, the Company shall immediately cease to canse the Coﬁh-a& Manvufactirer
to mamnfacture or import the PMN substances, shall notify BPA of the faflure to comply, andshs.ll
resume causing the énnu'act Mamufactorer o nianufactm'e or .impo'rt the PMN substances only

upen written notification from the Agency.

BoiFeFISCEE TEIBT -HIBZ/ZT/ER

zo/z@  TNd SHOTMEHD MM
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DISTRIBUTIGN

(2) Export Notice Reguirement. No later than the datq of distribution, the Comj_)any shéll

- notify in Wfiting any person t0 whor[.1 it distributes the PMN subs-tanbe's that, due to me'ismce
of this Consent Order under section 5(c) of TSCA, the PMN substances are‘:subjéct-to the éxpo_rt
notification rcquir"e-ments of TSCA scction 12(b) and 40 CFR Part 07 Sﬁbpart D. Such notics
shall contam., m the form in which it appears in this Consent Order the following mformatlon (1)
' the PMN number, and (2) e:ﬂ:her A) the specific chemlcal 1dent1ty of the PMN substance or (B) if -

the spec1ﬁc chemmal ldf:nhty is conﬂdentlal the generic chemical ldenttty

_ | TESTING |

| (;1). Seéﬁon S(e) Regorﬁng. Reports of informatioﬁ on the Pl\/iﬁ substances which -reasonab]y
Supports the conclusmn that the PMN substa:uces presant a substanual risk of mjury to health or
the enwronment, whmh is reqmred to he reported under TSCA section 8(e) sha]l refcrence the-
'appropnate PMN 1dentdicat10n number for ﬂme substances and con‘tam a state:ment tbzt the

substances are subject to this Consent Order., Addlttonal mfonnatlon regardmg section S(e)

Teporting qu]m‘e.ments can be found at www.eqa.gov/qpntf’tscas e . .

{b) Notice of Stﬁdz Sche&u]ing The Company shall notify, in writing, the EPA -Labora.tmy Data
- Tntegrity Branch (22254), Ofﬁce of Enforcement and Complidnce Assuranoe U S. Enwronmenta]
Protection Agency, 1200 Pennsylvama Avemle, N. W Washmgton, D C. 20460 of the followmg

;nformghon w.lthm 10 days of scheduling any study reqmred to be performed pursuant to this
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Order, or within 15 days after the effective date of ﬂ:us Order, whichever is lai'e'r::
(1) | The date when the studj} i scheduled to coﬁlmence; | |
(2) The naﬁe aﬁd address of the laborat.ory_ which wﬂl conduct the study; and
7 3) -The‘na;me md télephone number of a person at. ;che Company or the laboratory whom -
" EPA may contact regarding the study. | |
{4) The aﬁbpropriate PMN identification number for ea.ch substance ;md.a staterment that

- the substance is subject to this Consent Order.

() | Good Laﬁdr_atorv Practice Stmdﬂs and Test Protocols. E-ach StUdY'qullﬁed to .lbe performed
pursuant.to this Or_dér Illl;.St be coﬁtiucted aocordiné 1o 'i‘SCA Good Laboraiorﬁr Practice S_tandanis ,
at 40 CFR Part 7.92 and using methodologies gen'e-:ra]ly-' agcei::te& in thé relevaﬁt scientific |
comi;nmxi'ty at the tlme the stﬁdy is iﬁitiatéd. Before starting -to_ conduct any.st'lidj'(,' the Company -
mﬁst obtain appiaval of test protocols from EPA by submﬂtmg written pr(.>to\eols. EPA. will
respond to the Company mthm 4 weeks of receiving the written protocois. Published test
guidelines (spéciﬁécll'-in'pazagmph (d)'prcvidc generat glndance for development of test prdtpcols,. '
but are hot theﬁlselvés acceptable protQE:éls. Approval of the test protocél do_es-not mean pré—

‘acceptanice of test results,

(d) Triggered Testing Requireménts. (ij ’Iﬁe Company is prohibited from m’anufacturing or

importing the PMN substances beyond aggregate manufacture and import volumes of [ i
kilograms, [ ] kilograms, | ] kilograms, [ ] kilograms, and [ ]
kilograms of the two PMN substances combined (“the production limits") , unless the Company

conducts the following studies on the substances de_scn'béd in PMN P-(9-293 and P209-294 and
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- subnyits final reports and underlying data in accordance with the conditions speciiied in this
Testing section.

Production [ imit Study . - - Gu1delme

[ 1kgs Fish acute toxicity test, - - OPPTS 850. 1075
" flow-through conditions, with

analytical measurement of test

concentrations '

p

Repeated dose 28-day oral toxicity =~ OPPTS 870.3050
study (mice) i

[ Jkes Fish early life stage toxicity fest,  OPPTS 850.1500
' flow-through conditions, with ‘
analytical measurement of test

concentrations ,
(if acute fish testing shows toxicity
with an LC-SD <lmgl.)

_ M0d1ﬁ,ed one-generation rsproductmn OECD 421 modlﬁed
_ - test (mice):
[ 1kgs . Modified Semi~Continuous OEPTS 835.5045; OECD 302A
' Activated Sludge (SCAS) with :
Analysis for dggradation products™
UV visible light absorption. - OPPTS 830.7050, OECD 101

Direct Photolysis, if wavelengths ~ OPPTS 835.2210
greater than 290 nm are absorbed in
. the previons test (OPPTS 830.7050) .

Indirect Photoly513 Screening Test - OPPTS 835.5270

Hydrolysis as a function ofpH  OPPTS 8352130, OFCD 111 '
and temperature

 Aerobic Transformation in Soil  OECD 307
Anaerobic Biodegradabilityof . OECD 311

Organic Compounds in Digested
Sludge

(=]

[ Tkgs . Phototransformation of Chemicals  Draft OBCD guideline Jan. 2002
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Cn Soil Surfaces—2 soils

Aerobic Sewage Treatment Plant  OECD 303A
{STF) (Activated Sludge Units)

* Acrobicand Anacrobic ~ OECD 308
Transformation in Aquatic Sediment
Systems .
[ jkgs  Anaerobic Transformationin Soil OECD 307

{ii) The test substances shall be the PMIN subétanoes described in P-09-293 {fish onty) and
PO9—15.94 {all t‘eé‘_ts). Chomico] oomposit_ionl' of the test sub_stanoe shall be verified and a certiﬁcéite '
of analyms submitted to EPA. |

(111) Chemlcal composrtlon of the test substance poust bé fully chara.ctmzed For
'polymers charactenzatlon mcludes atl mfomatlon reqmred on pages 5 and 6 of the PMN form
except that data on r&slduals are. only requu:ed for ﬂuonnatod substances Although EPA _

_ uuderstands that complete mass balance may not be aclnevable for the spemﬁed analﬁcs the )
' Company shall attempt mass balance to the greatest extent practlcable EPA prefers that the

Compamy test the oommerclal substance

@iv) The Company must test for the fo]lowmg analytes in the Blodegtadatlon Tests (OECD

307, OECD 308, OECD 311, OPPTS 835.5045 or OECD 302A, and OECD 303A) : [

| i
(v) Because the environmental fate pathway for photoljrsts méy be differcnt than for
bloaegraaat[on, the C L,ompany niust test for the following andlytes in the Abictic Tests: identify

the major flnorinated fragments and volatiles including: |
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1.

(vi) For the fish tests, the Company must consult OPPTS 850.1000: Special considerations for

conducting aquatic laboratory studies.

: 7 (&) ’i;est Reports. Thé-Company shall: (1) conduct each std(iy in good faith, with due cafn;., and in
a s'cicnﬁﬁt:ally valid manner; (2) pmmﬁrly fuijh to EPA the results of aﬁjr interim pha‘sé of each |
study; and (3) submlt, in triplicate (thh an addmonal samtlzed copy; if conﬁdcntlal busmess
mformatlon is mvolved), the final report of each study and all underlymg data (“the report and
data") to EPA no later than 14— weeks prior to exccedmg the apphcable production llnnt. The final
report shall confain the contents speclﬁed in 40 CFR 792.185. Undcrlymg data shall be submitted
_ to EPA in accordanceé with thé@p,phcable "quortu_lg,” "Data and Reporting,” and “Test Report"
subilnara'graphs in the applicable tes._t"g_uide]ines.. However, fqr pm'p'dS&s 6f ‘this Consent Order, the
" word "should" in {hoée sﬁbparagraphsﬁ sh-a]l ‘béliﬁtépreted to meaﬁ "shall” to make cléa: ﬂJLat the
submission of such 1n.forma110n is mandatory EPA W.Lll require the submission of raw data such
' as slides and labomtory notebooks only 1f EPA ﬁnds on the ba51s of professional judgment, that |

an adequ ate evaluahon of the study cannot take place m the absence of these items.

. (f) Testing Waivers. The Company is not required to conduct a study specified in paragraph (d)

- of this Testing section if notified in writing by EPA that it is 'ﬁmlecessa:y to conduct that study.

(g} Equivocal Data. IFEPA finds that the data generated by a stady are scientifically equivocal,
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thé_ Company may continus fo manufacture and import the PMN subSté.r{ices Beyorrd the applicable
production limit. To seck relicf from any orher restrictions o_f this Grd_e:r, ‘ﬂ_le Company may make
~ asecond a‘ttenipr to o-btajn unequivocal data by reconducting the stady under the condiﬁr)né
specified in paragraphs (b, (©), and (e)(1) and (2). The testing requiremonts may be modified, a5
necessary toi:ermit ateasoned evaluation of‘ the risks presented by the PMN substances, only bﬁ{

mutual consent of EPA and the Company.

. () ERA Deterﬁinaﬁon c;f'Inva]i& Data.

7 (1) Except as descnbed in subparagraph (h)(Z), 11'; within 6 wecks of EPA's recelpt of a-
test report and data, the Company receives wntten notice that EPA finds that the data generated by
a study are sclenhﬁc'ally mvahd the Company is proh1b1ted from further maana;ture and 1mport_

- of the PMN substances beyond the apphcable production ]Jmlt.
(2) The Company may continue to manufacture and mport’ fhe PMN substances beyond
. the apphcable productlon ]Jmlt only 1f so mhfred, in wrmng, by EPA in r65ponse to the B
Compa.ny‘s comphance w1th either of the following subp aragraphs (11)(2)(1) or (h)(2)(11)
(i) The Company may reconduct the study in comphancc with paragraphs (®), (c),
~ and (e)(1) and (2). If there is sufficient time to reconduct the study and subinit the report and data -
to EPA at least 1-4mweel'(s before err(i;edjng the produc'tion litwit as requlred by subparagréph
£)(3), the Compa:ny shall comply w1t]1 subparagraph (€)(3). Ifthere is insufficient time for the
Company to comply with subparagraph (e)(3) t]le Company may exceed the production limit and
shall submit the report and data in tnpllcate to EPA. W1thm areasonable penod of time, a]l as
| speclﬁed by EPA in the notice described in subparagraph (2)(1). BPA will respond to the

Compavy, in writing, within 6 weeks of receiving the Company’s report and data.
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‘ (i) The Company may, within 4 weeks of reeetving from EPA the notice
described in subparagraph (h)(1), submit to EPA. a written Teport refuting EPA's finding. EPA

will respond to the Company, in writing, within 4 weeks of receiving the Company's report.

@ Companvi)eteﬂilinaﬁen of Invalid Daia.

) Exc-ept as deeeﬂbed in suﬁparagrapix (1)(2), if the Company becomes aware that
cireurnétances clearly beyond the control of the Compatty or 1aboratery will prevent, or have-
prefented, development of sgientifically Va.lisi da’cz_a, under the eon;ijiions speciﬁed i1 paragraphs
(c) and (e), the Company remajﬁs prohibiteri from further nra_nﬁfacture and import of the Pl\’iﬁ
substances beYond the apphcable production limit, | -‘ | | '

| (2) The Company may subnut to EPA, within 2 weeks of ﬁrst becommg aware of such
-' c1rcumstances, a wntten statement explalmng Why mrcumstances clearly beyond the control of the
Company or Iaboratory wﬂl cause of have caused development of scientifically mvahd data EPA -
w111 notlfy the Company ofits response, in wntmg, within 4 weeks of receiving the Company’s

report EPA's written response may either:

@) aJlow the Company to corrtlnue to manufacture and import the PMN substances -
A beyond the apphcable prodncnen Limait, ox |
(i) require the Company to continue to conduct or to reconduct, the study in
eomphance with paragraphs ®). {c), and (e)(l) and (2) Ifthere is sufficient time to conduct or
' reconduct the study and submﬂ the report and data to EPA at Teast 14 weeks before exceedmg the ’
production limit as required by subparagraph (€)(3), the Company shall comply with subparagraph
(e)(B) If there is msumment time for the C. \,umpany to cerpply with sﬁbparagraph‘ (©)(3), the

Company may exceed the production limit and shall submit the report and dafa in triplicate to
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EPA within a reasonable period of time, all as specified by EPA in the notice described in
-subparag'raph (ij(iZ). EPA will respond to the Company, in writing, within 6 weeks of receiving
thé Con_lpany’s r;port and data, as to Whéther_ the Comp any may continue fo mam:facﬁlre and -

import beyond the ai)plicable production limit.

(J) Unreasonable Risk.

(1) EPA may noufy the Company in writing that EPA finds thai the data generated by a
study a.re scientifically valid a_I__ld nnequivocal and mdlcate th‘a't, desplte the terms of thls_ Ordgr, the
R PWSUBStﬂHCCS vlvﬂl or may present an unteasonable risk of injury to human health or the |
environméﬁt._ EPA notice may specify that the Company undeﬁake ceItam actions concemmg
| : ﬁJIther tastmg, manufacture 1mport, processmg, d15tnbut10n, use and/or dlSpOS&J of’ the PMN |

- substances to mmgate exposures to or to bel‘ter charactenze the risks presented by the PMN |
| substances WIﬂJJIl 2 weeks from recelpt of such a notice, the Company must cease all |
manufacture, import, pljocessmg, dlstn'butlon., use and dlsposal of the PMN substances, unless
' ezther- : | | . |
- (2) within 2 wecks from rectipt of the notice described in subparagraph G)(1), the
Comapany oomphes with sut;,h requireinents as EPAI;S ﬁoﬁqe specmﬁes, or
"(3) within 4 weeks from. recéiiﬁ of the notice described in subp_ara_éraph (), the
Compaﬁy submits to EPAa Writtcn repﬁrt refuting EPA's ﬁndmg and/or the appropriaténcss (-)f-
_ any addmonal requirements u:nposed by EPA. The Company may continue to manufacture
unport, process, distribute, use and dlSpDSC of the PMN substances in aocordancc with the terms
-of this &_der prending EPA's response to the Compe_my’_s written report. EPA will respond fo the

Company, in writing, within 4 weeks of receiving the Company's report. Within 2 weeks of
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receipt of EPA's writien resposis:e, the Company shall zomply with any requirements imposed by
EPA’s response or cease all manufacture, import, processing, distribution, use and disposal of the

~ PMN substances.

(k) Other chyireménts., Re éa.rdless of the saﬁsfactioh of any other conditions'in this Tesﬁ‘;rg '
section, the C;:)mpan_v must continue to obey all the terms ;)f this Co'nsent‘Order umtil otherwijsg _
potified in writing by EPA. The’ Con_lpany may, based upon submitted test data or other relevant

* information, petitlon EPA éo modify or revoke_ i)mvisin;ns of ﬂﬁs .Consent Order pm#uant to Part

VI of this Consent Order.

RISK NOTH*‘ICATION

; (a) If as a result of the test data requued under the terms of this Order the Company becomes

aware that any of th_e PMN substances may present a risk _of m]my to human health or the

e:m.rironmen.t. (or is so notified by EPA), théCdmpan}é must inc'p:porate this néw information, af_ld

any infohﬁatiloln on methods -fo:.t' protecfjng against 7such risk, into a Material Safety Data Sheet —

("MSDS") for those PMN Substances, as dfscrl“bed in 40 CFR sectlon 721 72(::), wﬂhln 90 days

- from the time the Company ‘becomes awa.re of the new mformatlon If the PMN substances are
‘ot being manufactured, imported, processed, or used in the Company’s workplace, the Company
r‘m.ust add the new informaﬁn;n to an MéDS before the PMN #ubstances are reintroduced into the

workplace.

(b) The Company must ensure that persons who will receive the PMN substances from the

Company, or who have received the PMN substances from the Company within 5 years from the
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date the Company becomes aware of the new information deseribed in paragraph (a) of this —
section, are provided an MSDS containing the information required under paragraph (a) within 90

days from the time the Company becomes aware of the new information.

1. RECORDKEEPING

(2) Reéords- ﬂc Company shall maintain the foﬂovndng records until 5 years afier the dat-c they |
| are oxeatcd and shall make them available for mspecnon and copymg by EPA in accordance with

B section 11 of TSCA: | 7 - A

(1) Exomgg ons. Reoords documentmg that the PMN substances d:ui in fact quahfy for any
onc or more of the cxemptlons descnbed n SGCthIl ], Paragraph {b) of ﬂns Order Suoh records
' miust satlsfy all the statutory and regulatory recordkeepmg reqmrements apphcabIe to the '.

' exemptlon bemg claimed by the Company Any amounts or batches of the PMN substances
 eligible for the Export exemptlon n Sectlon 1 Paragraph (b)(l) of this Order, are exempt ﬁom all )
~ the reqmrements in this Recordkoepmg section, if the Company mmntmns for 5 years from the -
date of their creation, cop1es of the export Tabel and export notj_ce to EPA, requlred by TSCA .

. sections 12(a)(1)(B) and 12Cb) respectwely Any amounts or batches of the PMN substances
eligible for -the_ Rosearch and Development-_exemphon in Section I, P‘aragraph (b)(2) of this Order,
| are exempt from all the reqilinoments mthls Reoordkf_:'oping 'saotion, if the Company maintains, for
- 5 years from the da:to of their creation, the records required by 40 CFR ?20.-78'(b). Fon any
amounts or batchés of'the PMN supstance_s .cla.imed to.be eli _giblo for any ‘other exemption
'desc;-ibed in S'ection:I, Paragraph (b) of this Order, the Company shall keep records demonsaraﬁng
" quatification for that cxemption as wall as the records speczﬁed in paragraphsr (2) and (3) below,

but is exempt from the other record keeping requirements in this Record keeping section;



.19
@ Records documenﬁ'ng complié.me with the Chemical Synthesis and Comﬁésition
section of this Order, including the results fromi routine analy-sis of re@resentaﬁve samples of the
ﬁaﬁng matexial, | ) ], and at start—up and a.nnuaﬂy thereafter of the Initially Isolated
Formulatmns of the PMN substances
(3) Records documenting compliace with the Distribution section of this Order.
%) Rccdrds.documenﬁng the manufacture an;i' ﬁnportation volume of the PMN.
 substances aﬁd the co'tfespondin_g dates of maimfaéture' and ]'.ﬂ.:lport
(5 Reoor:ds documenting the.'namcs énd addresses (including shipment dE'sﬁqla“tibn |
address, if dﬁerent) of all persons oujtside t.hé site of manufacture or import to whom the -
Comﬁany'direcﬂy sells or transfers the PMN substances, the date of each éale or fransfer, and ﬂ'w
quantity of the substance sold or transferred on such date |
{6) Records documenting the addrcss of all sites of manuihcture nnport, processing, and
usé;
‘ 7 c@i@s of material safgty data sheeté required by thf: Risk Notification sécﬁ;)n of this
Order; | o |
(8) Copzes of any Transfer Documents and notices reqmred by thé Successor Liabﬂlty
sectlon of this Otder, if applicable; and
(9) The Company shall kecp-a copy of this 01-'der-at cach of its sites wilere the PMN
substances-m‘-e manufacfured, imported,_prbcessed, or used. ‘
(b) Applicability, The provisions of this Record keeping Section are applicable only to activitics
of the Company and its Contra.ct Ménufastu:er, if applicable, and not to activities of -thc

Company's customers.
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(¢} OMB Control Number, Under the Paperwork ‘I.Qie(iuc‘tien Act and its regulations at 5 CFR Part
1320, parﬁmlarly 5 CFR 1320. 5‘(b), the Cbmpaﬁy is not required to Tespond fo thls “collection of
: inforﬁatéoﬂ” unless this Order dils;;la.ys a cur;_reﬁﬂy valid éoﬁtfol numbex fron the Office of
Management and Budget (OMB), and EPA so informs the Compaq_y. The “collection of

mfmm ation™ quuiréd in this TSCA §5(§) jConsem: Orders has beeﬁ approved under currén_ﬂy Vﬁ]id

OMB Control Nm_nher 2070-06012,

IV. REQUESTS FOR PRE-INSPECTION INFORMATION

(a) EEA’g Request for Information. Purseant to ;,ecti(_in 11 ofTScA‘ and 40 CFR 720. 1}22, EPA |
'-may_OCcasionaﬂj( cox;duc!: '.onu_site comﬁiance inSpécﬁons of Compaa;y ﬁﬁliﬁes ar.ld convej;ances'
_. | , associated with the PMN substances. Ti‘e facilitate _éﬁch in'sp.ectioﬁs, EPA personneim\ay contact .

the COmpany m adv;'mce to feqﬁes;t iixfom'laﬁo;; pertinent to the- schedﬂ]ing and conduet of such -

inspections. Such requests may be written or oral. ’I'hé fypgs, of M@ﬁon that EPA may
_ -'requesf may inélﬁ&é, but .are not limited 'to; .fhe following; | |
V(i)rExpected dﬁt;‘:s and times when the PMN subétanées will be in préducﬁoﬂ within the
subsequent 12 months-;' | - |
(i) Cgrrt;nt workshift schedules for workers who ai'einvoilx;ed n acﬁyiﬁes aséoci-ated with
fhe PMN substances and may reasonably be exposed to thé PMN suBstances;
' (iii) Current job titles or categories for Wc_)i:kcrs who are involved in activities associated
Wlth the PMN substances and may realsone;bly be exp;)sed_to the PNL'N s_:ubs“tance.s;
(iv} Existing exposure moﬁi‘toﬁng data for workers who are involved in activities

associated with the PMN substances and may reasonably be exposed to the PMN substances;
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(v) Records required by the Record keeping section of this Order; and/or
(vi) Any other information rgasonably related to determining comphiance with this Order

or conducting an inspection for that purpose.

(b) Company’s Response. The Company shall respond t6 sucﬁ requests within a reasonable
i:ériod of time, but in no event later than 3,0,;1ays after receiving EPA’s request. When requested
in writing by EPA, the Company S Tesponse sha]l be in writing. To the extent the friformation is
knovm to or reasonably ascertamable to.the Company at the time of the: request the Company’s

: responsc shail- dmnonstrate a good faith effort to pmwde reasonably accurate a:ud detailed answers

19 all of EPA’s requests

(c) Confidential Busmess Informa110n Any Conﬁdeﬂtlal Business Information, (CBI) that the
Company subrrnts to EPA pursuant to paragraph (b) shall be protectcd in acoordance w1th §14 of

TSCA and 40 CFR Part 2.

V. SUCCESSOR LIABILITY UPON TRANSFER OF CONSENT ORDER

() Scope. This section sets forth the procedures by which the Company’s rights and bbliga,ﬁons
under this Order may be transferred when the Company transfers its interests in the PMN |
substances, includisig the Fight to manufacture the PMN substances, to another person outside the

Company (the "Successor in Interest™).

) Relation of Transfer Dabe #o Notice of Commengement ("NOC™),

(1) Before NOC, If the transfer from the Company to the Successor in Inte-rest is _eft‘eétive
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before EPA receives a notice of commeﬁcemcnt of mmuﬁcm]:e or itaport ("NOC") for the PMN
- substances fiom the C‘ompaﬁ_:ty pursnant to 40 CFR 720.102, the Successor in Interest must submit
new PMNs to EPA and comply fully with SectiOﬁ 5(a)(1) pf TSCA and 40 CFR part 720 before |
commencing maﬁufa\cture or ii:npbrt of the PMN substances. o _

(2) After NOC, Tfthe i:rz-msfey from the Compény to the Succe_ssbr in Interest is effective
after EPA receives a NOC, the Sticcessor in Interest shail comply with the terms of this Order and

shall not be required to submit new PMNs to EPA’

“{¢) Pefinitions. 'Ihe:f(.)]ioiving deﬁniﬁonﬁ applg' to this Successor Iﬁ;ibﬂit)r sccﬁon of the Order:
(1) 'V'Su0cessm_' 1[1 -In_teirfst‘-' means a p_ersdl-r outside the Corﬁpény who has acquired the
Compapy’s full inﬁest in the rights to manuféch::é ﬂié PMN subs{ahces, including all ownership
- rights and.le'gal Iiabilli.tim,-th.rough é.h‘aﬁsfér ddcumc?nt signed by the Company, as ﬁansferor, and
- .t'he Successor m 'Iute-;rest-,_as transferce. The term excludes ﬁersgns who adqﬁiré less than the full
_ intsrést .of the Compaﬁyin the PMN substancés, such as a hcensee wha has acquired a limited |
'Iiéense to the p’atep't or manufacturmg right;s associated with ie PMN substanc&;. A Sur;cessor in
- Interest musi be incorpmated,'lice-m'séd, 61' doing bus%nes’s in the United States in accordance mth
40 CER7202203). | | |
. (2) "Transfer _Docuﬁlent" means the legal instrument(s) used to convey the ﬁltéf&S‘tS in the
PMN subs’rances, including the ﬁg_ht to ﬁanuf;ctur;; the-PMN substances, from the Company to
: tﬁe Sucéessor in Interest. |

{d) Notices.

(1) Notice to Successor in Interest. On or before the effective date of the transfer, the |



Company shall provide to the Successor in Intercsr, b}r registeréd m‘a;ﬂ, a copy of the Consgﬁt
Order and ﬂ:re "Natice of Transfer"” document which ié-mcoréorated by reference as Attéc;_}:nment B
to this (}rder | ‘ | | |
| (2) Notice to EPA. Within 10 business days of the effe'c;ﬁvc date of the trapsfer,. the‘
Comp;ny shall, by registered mail, submit the fully executed Notice of Transfer ddcurrrent tr): |
U.S. Environmental Profection Agency, Nerrr Chemrcals Branr:h (7405), 1200 Pennsylvania -

Avenue, N.W., Washington, D.C. 20460.

(3) Trensfer Document, Cop1es of the Transfer Document must be mamtamed by the

Successof in Interest at its pnnmpal place of busmess and at a]l sites where the PMN substanoes
are manufactured or nnportcd Coples of the Transfer Document must also be made available for |
_ inspecﬁon pursuant to Sgcﬁon 11 of TSCA, must statr?" the _efff:cﬁvc date aﬁd fime of lIansfer, a‘nd. '
must contain prOVisions ‘which_expresély transfer liability for the PMN substances under tile terms

_of this Order from the Company to the SuceeSsor in Tnterest, |

(e) Liab 111:[1
(1) The Company shall be hable for comphance with the requm:ments of tlns Order untﬂ

' the effective date and time of the transfer described above.
(2) The Successor in Interest shali be fiable for compliance W‘Lﬂl the requiréments of ﬂ]lS
Order effective as of the date arld time of transfer. | |
(3) Nothirrg in ﬂns section shall be construed to prohibit the Aggncy from taking
enforcement action against the Cornpany after the cffe'f_:ﬁve date of the 'ﬁansfer for actions taken,
af omissions made, during the time in which thg Comz;any manufactured, processed, us_éd,

distributed in borﬁmerce, or disposed of the PMN substances pursuant to the terms of this Consent
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Order. _ ‘ - ' -

(f)- Obligations to Submit Test Data under Consent Order, If paiagraph (@) of the T_esting section

of this Consent Order requires the Company to submit test data to EPA ata speciﬁed production
“volume ("test trigger"), the aggregate volumie of the PMN substances manufactured and imported
Ey the Company up- fo the‘ date of transfer shall count towards the test trigger applicable to the

Successor in Interest.

. V1. MODIFICATION AND REVOCATION OF CONSENT ORDER

The Company may pgﬁﬁon EPA at any tl_me, based upon new infqrmaﬁon oﬁ the health
eﬁ'gcts of, or human exposure to; 1_:herPMN substances, to modify c;r re‘{oke subst_a_mfi_vc provisions
Qf this Order. The exposures aﬁd risks identified b)} EPA during its review of the PMN
su]is@pes and -thfe infé)rméﬁoﬂ EPA Heterminq_i to be necassé.ty to evaluate those éxposures and
risks are described in the preamble to this Order. Howévcr,. in determining whether to amend or
revokéifhis Ordér‘, EPA wﬂl consider all relef;{ant jnfqﬂaﬁogl"avaﬂabl_e' at the time the Ageﬁcy’ |
makés .that &etermiﬁaﬁon, incIuding, where apprc;priate, aﬁy feasscésm ent gf the test data or other
| infonnaﬁép that éuppérts’ the-' findings in this Order, an examhmﬁon of new test data or ofher
- information or #nalysis, and any other relevant iriformation, |

EPA wﬂl issué amodiﬁczﬁion oT révdcation if EPA defefmines that the activities'propdsed '
therein will not present an unrcason?ble:_ risk of injuryt;) hgalth or the cnvimﬁment and will not:
result 111 significant or substantial human exposure or substantial‘environmentalj release in the
- absence of dafa éufﬁc;ient to permit a reasoned evaluation of the health 6r environmental eff.'ects of

the PMN substances.
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In add"ition; the Companj may'?etiﬁoﬂ EPA at any‘t_ilr'ac o ‘Iﬁalcs ofher'_ modifications to ﬂlf:
language of ‘-this Order, including modifications o production volume limits and timep criods for
mbﬁjisﬁon of reports and data which are necessary due to no fanlt of, or circumstances beyoﬁd
the control of, the Company. EPA inits so_le éiscretien, may issue such a modiﬁmﬁoﬁ .if EPA
| determines that the‘modiﬁcati'qn is useful, ai)propﬁate, and cdnsistent with the @MG and intent

of this Order as issued.
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VIi. EFFECT OF CONSENT GREER

(a,) Waiver, This Order is effective when signed befow by both parties and received by EPA. By

_ consentmg to the entry of this Ordcr ﬂne Company waives ifs rights to file Ob_] ections to this Otder
pu:rsua:nt to section 5{e}1)C) of TSCA, t_o receive service of this Order no later than 45 days
before the end of the review period pursuant t(-) sectfdn 5(e}1)(B) of TSCA, and to ch;_ﬂlenge the |
validity of this Order in any subsequent action. Cobsenting to the entry of this Order, am;i
agreeing to be bound by its terms, do nof constitute an admissioﬁ by the Compaﬁy as to, ‘the facts
or conclusmns undcrlmng the Agancy’s determmatmns in this proceedmg This waiver does not

_ aﬁ'ect any othcr rights tha,t the Company may have under TSCA. 7 .

(b) CBI Bracketsr By signing ﬁns Order, the Company represents that it has carefu]ly reviewed

this document and hereby agrecs that all mfomlailon herein claamed as conﬁdentlal by the

Company (per section 14 of TSCA, 40 CFR Part 720 Subpart E, and 40 CF R Part 2) 13 correctly
identified within brackets and that a:uy information that is not bracketed is not clalmed as

conﬁdantlal To malce this document available for pubhc wewmg, EPA wﬂl remove only the

Daté
Office’of Pollution Prevenhon and Toxics
ZZMar2sl0
Date , Ndme:

Title:

Company: [ ]



- ATTACHMENT A

DEFINITIONS

{fNote: The artached Order may not contain some of the terms defined below.]

"Chemical name" means the scientific designation of a chemical substance in accordance
with the nomenclature system developed by thé Chemical Abstracts Service's rules of
nomenclatare, or a name which will clearly 1dcnt1fy a chemical substance for the purpose of
* conducting a hazard evaluation.

" "Company" means the person or persons subject fo this Order.

"Commercial use"” means the use of a chetmcal substauo_e or any mixture containing the
chemical substance in a commercial enterprise providing saleable goods or a sarvice to consumers
(e.g., a commercidl dry cleaning establishment or painting contractor). -

. "Commoti name" means any designation or identification such as code name, code
" number, trade name, brand name, or gcnenc chemical name used to identify a chemical substance
other than by its chezmcal name.

: "Consumer" means a private individual who uses a chemical substance or any product
containing the chemical substance in or around a permanent or tporary household or rmdence 7
during rccreailon, or for any personal Use Or e1j oyme.nt

"Consumer product" means a c‘hemlcal substance that is directly, or as pai‘t of a mixture,
sold or made available to consumers for their use in or around a pcrmanent or temporary
household or. resadence in or around a school, or m recreatlon.

"Conta:mer means any bag, barrel bottle, box, can, cylinder, drum, reaction vessel,
" storage tank, or the like that contains ahazardous chemical. For purposcs of this section, pipes or
- piping systems, and engmem fuel tanks, or other operating systems in a vehicle, are not considered

fo be contamers

- "Contract Maﬁufacturcr means a person, outside the Company, who is authorized to
manufacture and import the PMN substance under the conditions specified in Part II. of this
Consent Order and in the Consent Order for Contract Manufacturer.

“Final Formulatiori- of ﬂlﬂ PMN sr_lbstances” means the formulated dispersion or solution
of the PMN substances in the form in which it is sold to customers outside the Company or
transferred to a different business unit within the Company. The term does not include
intermediate dilutions of the PMN substances that are intended only for use within the Company

for ﬁJItl{er dilution prior to sale.

“Identlty“ means any chemmal or common name used to identify a chemical substance ora
mixture contalmng that substance.
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"Immediate use." A chemical substance is for the "immediate use® ofa person if'it is under
the conirol of, and used only by, the person who transferred it from a Iabeled container and will
only be used by that person. within the work shift in which it is transferred from the labelled

Cﬂﬂt{-ﬂﬂt}l‘

“Initially Isolated Formulations of the PMN substances” means a common infermediate
PMN foroiylation, as it exists when first produced and isolated after the polymer manufacturing .
process, that can be further processed or repackaged at the direction of the Company to result
'ultunatclyln onie or more final formulations of the PMN substances. _

Manufactmmg stream" means all reasonably anticipated. transfer flow, or disposal of a
chemical substance, regardless of physical state or concentrahon, through afl intended operatlons

- of manufachne, mcludmg the c]_eanmg of eqmpme_[lt

“MSD S" means materiai safety data shee‘t the written hstmg of data for the chermcal ,
substance : '

"NIOSH" means t'he National Insi:rtute for Occupatlona;l Safety and Health of the U.S.
Depaltmcnt of Health and Human Services.

. "Non-enclosed process” means any equipment system:(such as an open-top reactor, storage
tank, or mixing vessel) in which a chemical substdnce is manufachured, processed or otherwise
used where sxgmﬁcant direct contact of the bulk chemical substance and the Wonkplace alr may

oCCur,

"Non—mdustnal use” means use other than ata fac111ty where chemical substances or
mixtures are manufactured, imported, or processed.

: "PMN substances“zmeans the chcmical substance (see TSCA s. 3(2)) deéﬁibed in the
Premanuficture notices submitted by the Company relevant to this Order. .

"Process stream” means all reasonably anticipated transfer, flow, or disposal of a chemical
substance, regardless of physical state or conceniraﬁon, through all intended operations of
* processing, including the cleaning of eqmpment.

. "Smentlﬁcally invalid" means any significant depax’cure from the EPA—approved protocol
or the Good Laboratory Practice Standards at 40 CFR Part 792 without prior or subsequent
Agency approval that prevents a reasoned evaluation of the health or environmental effects of the

PMN substances.

"Scientifically equivocal data™ means data which, although developed in apparent
conformity with the Good Laboratory Practice Standards and EPA-approved protocols, are
inconclusive, internally inconsistent, or otherwise insufficient to permit a reasoned evaluation of
the potential risk of injury to human health or the environment of the PMN substances.
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*Sealed container” means a c-lésed oontailier that is physicalfy and chemically suitable for
long-terra containment of the PMN substances, and from which there will be no human exposure
to, nor environmenial release of, the PMN substances during transport and storage.

"Jse stream” means all reasonably antlclpated transfer flow, or c'hsposal of a chemical
substance, regardless of physical state or concentrauon, 'through all intended operations of
industrial, commerma], OF consumer use.

"Workplace" means an estabilshment at one geographic location containing one or more
work areas. .



ATTACMNT B

NOTICE @F TRANSFER
OF '
TOXIC SUBSTANCES C@N’E‘R@L ACT
SECTION 5(c) CONSENT ORDER

Company (Tmnsferor) - . PMN Number -
1. Transfer of Manufacture ngt_lts Eﬂ‘cctlve on . » the Company did sell or
-otherwise transferto = ("Successor in Interest™) the rights

- and liabilifies associated with manufacture of the above-referenced chemical substance, which
was the subject of a premanufacture notice (PMN) and is governed by a Consent Order issued by
- the U.S. Environmental Protection Agency (EPA) under: the authority of §S(e) ofthe Toxic
Substanaes Control Act (ISCA, 15 U.s. C §2604(e))

2. Assumption of Liability. The Successor in Interest hereby.certifies that, as of the effective date
_ of'transfer, all actions or omissions governed by the applicable Consent Order limiting -

- manufacture, processing, use, distribution in commerce and disposal of the PMN substance, shall. -
be the responsibility of the Successor in Interest, Successor in Interest also certifies that it is
incorporated, licensed, or domg business in the Umted States in accordance with 40 CFR

720.22(3).

?;. Conﬁdeﬁﬁal'Business information. The Sticcessor in Tnterest ilereby:
__ roassarts, | .

— Ié:]inquish&s,, or

____,modiﬁes' ‘

all Confidential Business Information (CBI) claims made by the Company, pursuant to Section 14
of TSCA and 40 CFR part 2, for the PMN substance(s). Where "reasserts" or "relinquishes” is
indicated, that designation shall be deemed to apply to all such claims. Where "modifies" is
indicated, such modification shall be explained in detail in an attachment to this Notice of
Transfer. Information which has been previously disclosed to the public (e.g., a chemical 1den1:1ty
that was not claimed as CBI by the original submitter) Would not subsequenﬂy be eligible for

confidenfial freatment under this Notice of Transfer
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NOTICE OF TRANSFER

{continued)
Company (Transferor) - PMN Number
Signature of Authorized Official .~ Date

Printed Name of Authorized Official

Title.of Authorized Official

Successor in Interest

Signaturé of Authorized Oﬂ“'iciai ’ . Date

Printed Name of Authorized Official

Title of Authorized Official

- Address

City, State, Zip Code



TOXIC SUBSTANCES CONTROL ACT
SECTION 5(c) CONSENT ORDER

' NOTICE OF TRANSFER |
(continued)

Successor's Technical Contact

Ad&ms

City, State, Zip Code

'Phone i



