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This Consent Order is entered into voluntarily hy the Environmental Protection'Agency

("EPA" or "the Agency") and (-the Company"), regarding premanufacture

notices f-PMNs") P- I 6-356

P- 16-3 57

("the P:VIN substanses"), The Consent

Order is issued underthe authority of $ 5(e) af the Toxic Substances Control Act ("TSCA") (15

IJ.S"C. g 26ila(e)). The Cornpany submitted the PMNs to H,PA pursuant to $ 5(a)(1XB) of TSCA

and 40 C.F.R. pt. 720.

Under $ l5 of T'SCA, it is unlarvful for any person to fail or refuse to comply with any

provision of TSCA' ffiy order issued under TSCA, or any c,onsent .order entered into under TSCA.

Viplators may be subject to various penalti$s and to both criminal and civil liability pursuant to $

16 of TSCA, and to specific enforcement and seizure pursuantto $ 1? of TSCA. In additien,

chemical substances subject to an order issued under $ 5 of TSCA, such as this one, ars subject to

the $ l2(b) export notice requirement.

rr. $*u"MHslRY OLTE"RMS OF THS.gqI$SSNT {}BSER

The Consent Or.der requires the Company to:

{a} provide personal protective equipment to its workers to prevent dermal exposure;
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(b) refrain from manufaeturing, processing or using the PMN suhstance in a manner that generates

a vapor, mist, or aerosol;

(c) reffain from using the PMli substances other than as described in the PMhl

(d) distribute the FMN substances anly to a person who agrees ta follow the same restrictions

(except the testing requirements); ffid,

(e) nraintain certain records.

rrr" coNrENTfi ,ss,Pltfl$s

By signing the Consent Order, the Company repressnts that it has carefully reviewed this

document and agrees that all information herein that is elaimed as confidential by the Company is

conectly identified within brackets, that any inform#ion that is not bracketed is not claimed as

confidential, and that the Company has previously submitted any infnrrnation so marked to EPA

under a claim of confidentiality in acccrdanae with the requirements of TSCA and applicable

regulations. To make this dosrrnrent availahle for public viewing, EPA will remove only the

infbrmation contained within the brackets,

flqufulqntjel Busi*sefi l*fuffiffitiqn Cluimq {ffirne:l$gts*,lJ} tlrqf,rrya&}hj$;iti:t*"fh+ Cqnss,rlt Qrder}:

Submitter information, chernical identity, production volurne' use! industrial sites, manttfacturingo

worker activities, protective equipment, physical form, nurnber of workers, environmental releases,

and physical and chemical properties



flhemical ldElltity:

Specific:

P-16-3

P- I6-357

Generic; Quaternary ammonium salts

Use:

Specific:

(ieneric: Wellbore additive

Maxlmum EstirnilLed I ?:.h-{onth Productig* Volq$tp ; P- I 6-3 5 6 and P-I6-357

Test Dpt+.Srthmitted with_ EMN: None

IY. EPA:$ AS$ S$M*IXIT OF EXPOSURE r4.ND RISK

The fotlowing is EPA's assessment regarding the probable human and environmental

toxicity, human exposure and environmental release of the PMN substances, hased on the

informatisn crurently available to the Agency.

H

Absorption: For both PMN substances, absorption is nil through the skin as the neat material, poor

through the skin when in solution and p$or through the lungs and fiI tract (pchem)

Toxicological llndpgints of Concern: irritatiott, lung effects, and neurotoxicity
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Basis: Fnr both Ilh{N suhstances, there is concern for irritation to all exposed tissues based on

warnirgs in the SDS and the p[I. There is also concern for ]ung effects if inhaled based on the

surfactant properties. There is uncertain concern far neurotoxicity based on the potential release

and abs*rption of smaller quaternery compounds.

See https://www,epa.govlreviewing-new-chemicals-under-toxic-substances*control-act-

tsc#chemi cal -categories-used-review-ne w

Environmental E-ffects $ummaqv :

Risks to the environment were low based on no excsedance ofthe acute concentration of conoern

(COC) of 880 pp and because the chronic COC of 31 ppb is exceeded less than 20 days.

Ecot+xicity hazard concems were moderate hased on Structural Activity Relationship (SAR)

*earest analog predictions for cationic surfactants.

See https://www.epa.gov/reviewing-new-chemicals-under*toxic-substances-control-act-

tsca/chemical -categori e s*used-revi ew-new

Exposure and Enyilq#fr+ntal Release Sumnarli:

Idanufasture Process Use I Use 2

# Sites I I I T
Workers

{#/site)

r I I I
Exposure

{days/year)

I I I I
Dermal Exposure

(mglday)

I il I I
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Inh*lation Hxposure

(ms/dav]

biegligibte Negligible Negligible Negligible

Drinking riVater

Hxposure

(mg/kglday)

I IDays Exceeding

Cancern Ixvel I I
EPA estimates the substantiat environmental release for total release after treatrnent tf

-. 

HPA estimates substantial hurnan exposurs from groundwater dose of I

Bi.:k 1r-r lilqrkPr*:

There are potential risks to workers for initation, lung effects, sfld neurotoxicity, which can be

mitigated by impenrious gloves and negligible inhalation exposures.

&k to Gener*l Public'

No risks to general public were identified.

R:slrtp Consqil*sr$i

N* cansumer use was identified.



viii

V. EPAI$,DETERMINATION

The following findings constitute the basis of this Ccnsent.Order, issued under $ 5(e) of

TSCA:

(a) EPA is unable to cletermine whether the PMh substances will present an unreasonable risk to

health or the environment. Information available to EPA indicates that there is a potential for

human or environmental exposurs to the PMN substances and that the PMN substance$ mfly cause

harm.to lungs if inhaled as well as possible environrnental harm, Therefore, pursuant,to $$

s{aXSXtsXiiXI} aad 5(e}(lXAXii}{D of TSCA, EPA has determined that uncontrolled

manufacture, processing, distribution in commerce, use, or disposal of the PMN substances may

presentan unrerr$onable risk of injury to health and the enviranment and that the lirnitations

imposed by the Consent Order flre necessary to protect against such risk.

(b) In light of the estimated production volume of, and human exposure to the PMN substance,

EPA has determined, pursuant to $$ 5(a)(3)(BXiiXIf) and 5(e)(lXAXii)(II) of TSCA, that the

PMN substance will be produced in substantial quantities and that the PMN substance may'

reasonably be anticipated to enter the environment in substantial quantities and there may he

significant hurnan exposurs t* the PMN substance.
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vr, rNFoRMArrqly BEqLIffi.pp ro-EyAruATE, HUUAN HE+LTH
ANI} ENVI*OI{MENTAL EFFEC,Tfi

Pended lestinq. T'he Consent Order does not require submission of the following pended

testing at any specified time or productian valume.

Ecglaxiciry Testinq

r Fish Acute Toxicity fest, Freshwater and Marine

Aquatic Invertebrate Acute Toxicity'l est

I Algel toxicity test

OPPTS Test Guideline 850.1075

OPPTS Test Guideline 850.1010

OCSPP Test Guideline 850.4500

Hgman Health Testing

Tier I - Use physical-chernical properties to characterize lung exposure/disruption

I Particle Siss Distribution or Aerosolized ilroplet Size (OECD TG ItrO or OPPTS
830.7s20)

r Surface Tensian Decreases (capillary surface tension method with appropriate confuols)

Tier II- Proposed lrs Vivo Studies

r Step I; OECD Acute TG 4S3 featuring rats exposed for 4 hours and observed for 2 wecks

{LOAEC < 2000 mg/#, proceed to step 2}

r Step 2: 5-Day study to address toxicity progrsssion (substantial decrease in the POD ar
increase in severity at the same concentration over time relative to the acute sffdy, procsed

to step 3)

e Step 3: OECD TG 412 (28-day inhalation study in rats vsith l4-day recovery period)

The Consent Order's restrictions on manufacture, processing, and use of the PMN substances will

remain in effect until the Consent Order is modified or revoked by EPA based on submission of
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this testing orother relevant information. lhis testing may be required if a nrodification is

requested to deviate fram the condition of the Consent Order

NOTE: Any request by EPA for the pended testing described in the Consent Order was made

based on EPA's consideration of available screening-level data, if any, as well as other available

information on appropriate testing for the PMN substances. Furtherr any such testing request on

the paft of EFA that includes testing on vertebrates was made after consideration of available

toxicity information, computational toxicology and bioinformatics, and high-throughput screening

methods and their prediction models. In addition, consisterrt with $ section 4(hxtXBXii) of TSCA,

EPA has requested testing on only one af {he PMN substances covered by the Consent Order

because EPA has determined that testing CIn the one PMN subsknce will provide scientifically

valid and usefuI information on the other PMN substance(s) covered by the Consent Order.
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CONSENT ORBER

r. scoP's qr AP_RL*LqAEILI

(a) Sgqpe. The requirements of this Consent Order apply ta all commercial manufacturing'

processing, distribution in commsrce, use and disposal of the chemical substances

P-I6-35fl and

(P.16-357)(.-thePMNsubstances,,}intheUnitedstatesuttheCornp&f,Y,'),

except to the extent that those activities are exempted by paragraph ft).

(b) Exemptions. Manufacturing, processing, distribution in commerce, use and disposal of the

PMN substances is exeffipt fronr the requirements of this Consent Order {except the requirements

in the Recordkeeping and Succe$sor Liability Upon Transfer Of Consent Order sections) only to

the extent that (1) these activities are conducted in full compliance r.vithall applicable requirements

of the following exnmptions, and (2) such compliance is documented by appropriate recordkeeping

as required in the Recordkeeping section of this Consent Order.

lni*rnst Acldrqss tUftLi . hfip ilww$.epa g+v
RecycledlRecyclable - F rrrled with Vet*tabl+ C;i $aseC inss +n 10t]1i, f3{ist{or'sijrnef. Prtce:s Ci"rl*rin* Free itecyrled Fap*r
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(1) Eerpoff. Until the Company begins cornmercial manufaeture of the PMN substances

for use in the United States, the requirements of this CCInsent Order do not apply to mamrfacture,

prccessing or distribution in commerce of th* PMN substances solely foi expnfl in accordanee

with T.SCA $$12(a) and 12(b),40 C.tt.R. $ 720.3(s) and 40 C.F.R. pt. ?0?. However, once the

Con:pany begins to manufasture, pro*es$, ar distribute in commerce the PMN substances for use

in the United States, no further activity by the Company involving the PMN substances is exempt

, as 
*'solely for export" even if some amount of the PMN substances is later exported. At that point,

the requirements af this Consent Order apply to all activities associated with the FMN substances

while in the territory of the United States. Prior to leaving U-S. territory, even those quantities or

batches ofthe Ph{N substances that are destined for export are suhject to terms of the Consent

Order, and count towards any production limit test triggers in the Testing section of this Consent

Order.

(2) [tesearch. & I]evqlp#Lnent {"R&D11. The requirements of this Consent Order do not

epply to rnanufacturing, pracessing distribution in commerce' use and disposal of ttre PMN

substances in small quantities solely for research and development in accordance with TSCA

$5(hX3), 40 C.F,R. $ 720.3(cc), and 40 C.F.R. $ 720.36. The requirernents of this Consent Order

also do not apply to manufacttring, processing, distribution in comrnerce, use and disposal of the

FhdN substances w'hen manufactured salely for non.commercial researsh and development as

defined at 40 C,F.R. $ 720.30(i).

i3) ByprodqptE, The requirements af this Consent firder do not npply to lhe PMN

substa::ces when produced, without separate commsrsial intent, only as a "byproduct" as defined

at 40 C.F.R. $ ?20.3(d) and in cornpliance with 40 C.F.R. $ 720.30(g).
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{4} }io $eparate.Commercial Puruose. The requirements tf this Consent Order do nct

appl), to the PMi*i substances w'hen manufactured, pursuant to any of the exemptions in 40 C.F.R,

$ ?20.30(h), with no c,omrnercial purpose separate from the substance, mixture, or article of which

it is a part.

(5) Imported d.rti.c]qS. The requirements of this Consent Order do not apply to the PMN

substanses when imported as part of an'*article" as defined at 40 C.F.R.,$ ?20.3(o) and in

eompliance with 40 C.F.R. $ 720.?2{b[t}.

(6) Compl.eJf-ly_B+qcted (Cured). The requirements of this Consent Order do nat apply to

quantities of the PMN substances after they have been completely rehcted.

(c) Agtomnti,+ Sunset. If the Contpany has obtained for the PMN substances a Test Market

Exemption f'TME") under TSCA $s(hXI ) and 40 C.F.R. $ 720.38 or a Low Volume Exemption

f-LVE') or Low Releass and Exposure Exernption (-*LoREX") under TSCA $5(hX4) and 4il

C.F.R. $ ?23.50(cXl) and (2) respectively, any such exemption is automatically rendered null and

void as of the effective date of this Consent Order.

Ir. T.EBM$ OJ.MANUFACTLJ,BF, FROSFSSINqI
Hrsr$fr BUTrqN ri{ coMil{HRCE. Al'{n U$,8

PENTIING S,UBUISS I qlr A,N il EY,4LU.*..I[ON
QF .INFOEMATI+,N{

PROJ#BrTI;g.X[

The Compatry is prohibited from manufacturing (which under TSCA includes importing),

processing, distributrng in commsrce, using, ordisposing of the PMlti substances in the United
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States, fnr any nonexeffipt comnrercial purpose, pending the development of information necessary

for a reasoned evaluation of the lruman health and environmental effects of the PMN substanees,

and the cornpletion af EPA's review of, and regulat+ry action based on, that information, exeept in

accordance with the conditions described in this Consent Order.

rEsTrNG

. (a) Section 8(e) Reporting. Reports ofinformatiqn on the PMN substances rvhich retlsonably

support the conclusion thar the PMN substances pr€sent a substantial risk of injury to health or the

envimnmmt and which ale required !o be reported under $ 8(e) of TSCA must refcrence the

appropriare PMN idenllficetion rumbcrs fot tbe PMN substanc€s and contain a statemert that the

PMN substances are subject to this Consent Order. Additional informatiou regadiag $ S(e)

rcporting requirements can be found al wrq!,r. epagov/oppt/tscaSe

{b} Notiqe pf $tUdy Scheduli$g. The Company mu$t notify, in writing, the EPA Monitoring

Assistance and Media Prograrns Division, Office of Enforcement and Compliance Assurance

(fiHCA) , U.S. Environrnental Protection Agency, of the following information within 10 days of

scheduling any study required to be performed pursuant to this Csnsent Order, CIr withifi 15 days

after the effective date of this Consent Order, whishever is later:

(1) The date lt'hen the study is scheduled to coffimsllce;

(2) The naxne and address of ths laboratory which will conduct the study;

t3) t'he narne and telephone number af a person at the Company or the laboratory whom

EPA ffiay contact regarding the study; andl
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(a) The appropriate PMN identification number fnr each PMN substance and a statement

that the PMN substance is subject to this Consent Order.

The written notice should be submitted to EPA/OECA as follows:

&r,s_talMsi} Adfuess,

U.S. Ilnvironmental Protection Agency

GLP Seetion Chief- Pesticides, Water and Toxics Branch

Ivlonitoring Assistanse and Media Prograrus Division (2227A)

Office of Enfarcemsnt and Campliance Assurance

l?00 Pennsylvania Avenue, N.W.

Washington, DC 20460

Fourier Delivery Addtess

U.S. Environmental Protection Agency

GLP Section Chief * Pestieides, Water and Toxics Branch

Monitoring Assistance and fuledia Programs Division Q?27 L)

Office of Enforcement and Compliance Assurance

Room 7l l7B

1200 Pennsylvania Avenue, N.W.

Washinglon, DC 20004

A capy of the lctter submitted to EPA/OECA must also be submitted concurrently as a support

document for the PMN, using the procedures set out in 40 C.F.R. $ ?20.40.
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(c) Sogd LaboFtory Practicg $tandards and Test Protocols- Each study performed to address the

risks identified in this Consent Order must be conducted according to TSCA Good Laboratory

Practice Standards at 40 C.F.R. Part 792 and using rnethodologies generally accepted in the

relevant.scientific community at the time the study is initiated. Before starting to conduct any

study that wilt u$e a modified versian af a published test guideline, the Campeny must'suhrnit

vnitten test protocols to EPA for review (submission of written test protocols is optional for tests

that are to be conducted using unmodified published test guidelines). Prctocols must be submitted

as a suFport document for the PMN, using the procedures set out in 40 C.F.R. $ 720,40. EPA witl

respond to the Company within 4 weeks of receiving the rvritten protocols. EPA review of a test

protocol does not mean pre-asceFtance of test results.

(d) U, rueasonahle Risk.

EPA mey notify the Company in writing that EPA finds that the data generated by a study

(including studies not perflormed or information not generated under this Consent Ordei) are

scientifically valid antl unequivocal and indicate that, despite the terms of this Consent Order, the

PMN substances will or may present fir uueasonable risk of injury to human health or the

environment- EPAos notice may specify that the Company undertake certain actions concerning

further testing, manufacture, processing, distrihution, use andlor disposal of the PMN substances to

mitigate sxposures to or to better characterize the risks presented by the PMN substances- Within

2 weeks frorn receipt of sush a notice, the Cornpany rnust cease all rnanrrfaeture- processing,

distribution, use and disposal of the PMN substances, unless either:

(l) u.ithin 2 weeks from receiptof the EPA notice, the Company complies with

such requirements as the notice specifies; or
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(2) within 4 weeks from receipt of the EPA notice, the Company subrnits to EPA a

written report refuting EPA's {inding andlor the appropriateness of any additional requirements

imposed by EPA. The Company may continue to manufacture, proeess, distribute, use and dispose

of the PMN substances in acccrdance rnith the tenns of this Consent Order pending EPA's

response to the Company's written report. EPA will respond to the Compafty, in writing, within 4

weeks of receiving the Company's report. Within 2 weeks of receipt of EPA's unritten re$ponse,

the Company must comply with ffny rsquirements irnpased by EPA's response or cease all

manufacturs, prooessing, distrihution, us$ and disposal of the PMN substances.

PR.OTECTTON IN THE WOBKPTACE

(a) Esta.blishryent of Prosrern. During manufacturing, processing, and use of the PMN substances

at any site controlled by the Company (including any associated packaging and storage and drrring

any cleaning or maintenance of equipment associated with the Ph{N substanses), the Company

must establish a program whereby:

(l) General Dermal P-roteQ"tion. Engineering control measures (e.g. enclosure or

confinement of the operation, genera.l and local ventilation) or administrative eontrol measures

{e.g. workplace policies and procedures) shall be considered and implemented to prevent exposure,

where feasible to each per$on who is reasonahly likely to be dermally exposed in the wark nrea to

the PMN substances through direct handling of the PMN substances or through contaet with

equipment on which the PMN suhstan*es may exist. Where engineering, work practice, *nd

administrative controls are not feasible or, if feasible, do not prevent exposurs, each person subject

to this sxposure must be provided r,r,ith, ffid is required to wear, personal protective equipment

that provides a barrier to prevent dermal expo$ure to the FMN substances in the specific work are&
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where it is selected for use. Each such item of personal protective equipment must be selected and

used in accordance with Occupational Safety and Health Administration (--OSHA") derrnal

protection requirernents at29 C.F-R. $$ 1910.132, 1910.133, and 1910.138.

(2) $pecific D llr.r+l tfglective Equipment. The dermal protective equipment required by

subparagraph (aXl)ofthis sectionmust include, but is not limited to, the following itetns:

(i) Gloves.

(3) QFfnonstration of Impe. fvioUpl+q$, The Conrpany must dsffionstrate that each item of

chemical protective clothlng selectred, including gloves, provides an impervious barrier to prevent

dermal sxposure during normal and expected duration and conditions of exposure within the work

area. The Cornpany may make this demonstration by any ons or a combination of the following:

(i) Pemrpetion Tpsting. Testing the material used to make the cheffiical protective

clothing and the construction of the clothing to estahlish that the protective clothing will be

impervious for the expected duration and conditions of exposure. The testing must subject the

ctremical protective clothing to the expected conditions af exposure, including the likely

combinations of chemical substaflcss to which the clothing may be exposed in the work area.

Permeation testing must be conducted according to the American Society for Testing and Materials

(*ASTIvf') F?3$ "standard Test Method for Permeation of Liquids and fiases through Protective

Clothing Materials under Conditions of Continuous Contact." Results must be reported as the

cumulative permeation rate as a function of timeo orld must be documented in accordance with

ASTM F?39 using the format specified in ASTh{ Fl 194-99(201S} "standard Guide foq

Documenting the Results of Chemical Permeation Testing of Materials Used in Protective

Clothing Materials." Gloves may not be used for a time period longer than they are actually tested
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and must be replaced at the end of each work shift during which they s.re exposed to the PMN

substances.

(ii) it{pqufacturer's Specifications. Evaluating the specifications from the

manufacturer or supplier of the chemical protective clothing, or of the rnaterial used in

construction of the clothing, to establish that the chemical protective clothing will be imperviotts to

the PMN substances alone and in likely combination with other chemisal substances in the work

aretu

(b) ilg Minimis Cqnceqtratiol-rs. The requirements of this section do not apply to quantities of the

PMN substarrces thatare {1} present in thc work area only as a mixture and (2) at a concenfr*tion

nat tc exceed 1,0 percent by weigtrt or volume (0. I percent by weight or volurne if the PMN

substances &rs identified as potential carcinogens in paragraph (f) of the"Haeard Communication

Program section of this Consent Order). This exemption is not available if the Company has reason

to believe that, during intended activities, the PMN substances in the mixture rnay bo

resoncentrated above the 1.0 or 0.1 percent level, whichever applies. If this Consent Order

contains New Chemical Exposure Limits provisions or Retease to Water provisions that,

respefftively, specify a NCEL concentration ("TWA") or inrstream concentration (*'N") less than

the de minimis concentration specified here. then this de minirnis ex*mption does not apply.

BI$H NS,[ITIC*rI0I{

(a) If as a result of the test data required under the terms of this Conscnt Order, the Company

becomes aware that the PMN substances may present a risk of injury to health and the

envirodment (or is so notified by HPA), the Company must incorporate this new infarrnation, and
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any information on methods for protecting against such risko into zur SDS or MSDS, as described

in 40 C.F.R. $ 721.72(c), within 90 days from the time the Campany becomes aware of the new

information. If the PMN substances are not being manufactured (which includes import),

processed, or ussd in the Company's workplaceo the Company must add the new information to an

SDS or MSDS before the PMN substancss are reintroduced into the workplace.

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

Company, or who have received the Phrttrt substan*es from the Company within 5 years frorn'the

date the Company becornes awftre of the new information dEscribed in Faragraph (a) of this

section, a-re provided an $DS or MSDS containing the information required under paragraph (a)

within 90 days from ths time the Company becomes awere af the new information.

HAZARD CSMMgNICATISN PHOGRAI\f,

(a) WriI,tSn Hazard.Cofnrnuniqation Piq8r€m. The Company must devetrop and implement a

written hazard communication program for the FMN substances in each workplace. The written

program will, at a minimurn' describe how the requirements of this section for labels, SDSs or

MSDSs, and other forms of warning rnaterial vui[ be satisfied. The Company must make the

written hazard communication prograffi available? upon request, to all employees, contractor

employess, and their designated representatives. The Carnpany may rely on an existing hazard

commuflication program, including an existing program established under the OSI{A Hazard

Communicaticn Standard (29 C.F"R. $ 1910.1200), to comply with this paragraph provided that

the existing hazard communication program satisfies the requirements of this section. The written

program must include the following:



- 11-

(l) A list of chemical substances knor+,n to be present intl:e work area which are subject ta

a consent orcler or order issued under $ 5 of TSCA to the Company, or to a significant new use rule

{"SNUR"} issued under $ 5(aX2) of TSCA and 40 C.F.R. pt.72l, subpt. H- The list must be

maintained in each work &rea where the PMN suhstances are knor,ffi to he present and must use the

identity provided on the SDS or MSDS for the PIvII'.i zubstances requireid under paragraph (c) of

this section. The list may be compiled for the workplace or for individual work arnas. If the

Conrpany is required either by another consent order or order issued under $ 5 of TSCA, or by a

SNUR issued under TSCA $ 5(aX2) and 40 C.F.L pt, 721, subpt. E, to maintain a list of

substances, the lists must be combined u,ith the list under this suhparagraph.

{2} The methods ttre Company will use to inform empl+yees af the hazards of non*routine

tasks involving the PMN substances (e.g., cleaning of reactor vessels), and the hazards associated

with the PMN substances contained in unlabeled pipes in their work area.

(3) The methods the Company will use to inform contractors of the pre$ence of the PMN

substances in the Company's w.orkplace and of the provisions of this Consent Order if employes$

of the contractor work in the Company's workplace and are reasonably likely to be exposed to the

PMi'i substances while in the Company's workplace.

(b) Labelins.

{1} Ttre Campany musl ensure that each sontainer of the PMN substances inthe workptrace

are labeled in accordence with this subparagraph (b[l).

(i) The label iltust, at a minimun:., contain the following information:

(A) A statement of the health hazards(s) and precautionaly rneasur$(s), if

any, identified either in paragraph (f) af this sectian or by the Compntry, for the PMN substances.
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(B) Th* identity hy which the PMN substances rnay be commonly

recognized.

(C) A statement of the environrnental hazard(s) yd precautionary

measure(s), if any, identified either in paragraph (f) of this section, or by the ComFeny, for the

PMN substances.

(D) A statement of exposure and precautionary Eleasure(s), if any,

identified,either in paragraph (f) of this section, or by the Compffiy, for the PMN substances.

(ii) The Company msy use signs, placards! process sheets, batch tickets, operating

procedures, or other such written materials in lieu af affixing labels to individual stationary process

containers, as long as the alternative method identifies the containers to which it is applicable and

convsys information specified by subparagraph (bxlxi) of this section. Any written materials

must be readily accessible to the employees in their work flreas tluoughout eaeh work shift.

(iii) The Ccmpany need nat label portable containers into which the PMN

substances are transferred from labeled centakrcrs, and r.vhich are intended only for the immediate

use of the employee who performs the transfer.

(iv) The Company must not remove or defaee an existing label on sontainers af the

PMN substances obtained fronr persons outside the Cornpany unless the sontainer is immediately

re-labeled r+'ith the information npecified in subparagraph (hX l Xi) of this section.

(?) The Company must ensure thateach container of the PMN substances leaving its

workplace fbr distribution in csmmerce are labeted in accordance with this subparagraph (bxz).

(i) The Iabel musto at a minimum, eontain the following information:

(A) The information presmibed in subparagraph (bxl)(i) of this sention.
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(B) 'lhe name and address of the manufhcturer or a rflsponsible party rvho

san provide additional informatio,n on the PMN substances far haeard evaluation and any

appropriate emergency procedures.

(ii) The label must not conflict with the requirements of the Hauardous Materials

Transportation Act (18 U.S.C. I80I et. seq.) and regulations issued under that Act by the

Department of Transportati on.

(3) The label, or alternative forms of warning, rnust be legible and prominently displayed.

(a) The label, oralternative forms of warning, must beprinted inEnglish; however, the

infbrmation may be repeated in other languages.

(5) If the label or alternative fonn of vrurning is to be applied to a rnixture containing the

PMN substanoe in combination with any other substance that is either subject to another consent

order or order issued under $ 5 of TSCA to the Company, SNUR issued under $ 5(aX2) of TSCA

and 40 C.F.R. pt.72l, suhpt. Eo ordefinedas a"hazardous chemical* undertheOSHA Hazard

Communication Standard (?9 C.f.R. $ Iql0"1200), the Company may prescribe on the label, SDS

or MSDS, or alternative form of warning, the measures to control worker exposure or

environmental release which the Company determines provide the greatest degree of protection.

However, should t-hese control measures differ from the applicable mflasures required under this

Consent Order, the Cornpary must seek a determination of equivalency for su*h altemative control

msasures pursuant to 40 C.F.R. $ 721.30 before prescribing them under this subparagraph (bX5).

{6,) If the Company becomes aware of any signi{icant new information regarding the

hazards of the FMN substances or ways to protect against the hazards, this new information must

be added to the label within 3 months frorn the time the Company hecomes aware of the flew

information. If the PMN substancss are not being manufactured (defined by statute to include
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inrport), processed, or used in the Company's workplace, the Conrpany inust add the new

information to the label before the PMN substancss are reintroduced into the workplace. '

(c) $flfetv Data Sheets-or M,qterial Safety Data ShSeIS,

(l) The Company mu-st obtain or develop an SDS or MSDS for the PMN substances.

{V) The SDS or MSDS must contain, at a minimum, the following information:

{l) The identity used on the container label of the PMN substances under this

section, an4 if nat claimed ccnfidential, the chemical and common ngrne of the P.rMN substances.

If the chernical and common names are claimed confidentiat, a generic shernical name rnust be

used.

(ii) Physical and chemical characteristics of the PhdN substances known to the

Company, {e.g", vapor pressure, flash point},

(iii) The physical hazards of the PMN substances known to the Company,

including the potential for fire, explosion, and reactivity.

(iv) The potential human and environrnental hazards as specified in paragraph (f)

of this section-

(v) Signs and symptoms of exposure, and any medical conditions which are

expected to be aggravated hy exposure to the PMN suhstances known to the Company.

("i) The primary rcutes of exposure to the PMN substances.

(vii) Precautionary rneasures to control worker exposffie a:rdlor environmental

release required by thls Consent Ordero or alternative control measures which HPA has_determined

under 40 C.F.R. $ ?21.30 provide substantially the same degree of protection as the identified

control measures.
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(viii) Any generally applicable precautions for safe handling and use of the IIMN

substances which are known to the Company, including apprapriate hygienic practices, prote*tive

measures during repair and maintsnance of contaminated equipment, and procedures f,or response

to spills and leaks.

{ix} Any generally applicahle c*ntrol measures which are kncwn to the Ccmpany,

such as appropriate engineering controls, work practices, or personal protective equipment.

(xi) The date of preparation of the SDS or MSDS or of its last revision.

(*ii) The narxe, address, and telephone number of the Co*p*y or another

responsible party who can provide additional information on the PMN substances and any

appropriate emergency procedures.

(3) If no rclevaat infonnation is faund or known for any given category on the SDS or

MSDS, the Company rnust rnark the SDS or M$DS to indicate that no applicable information was

found.

(4) Where multiple mixtures containing the PMN substances have similar compositions

{i.e-, the chemical ingredients are essefitially the same, hut the sp*cific composition varies from

mixture to mixture) and similar hazards, the Company may prepare one SDS or MSDS to apply to

all af these multiple mixtures.

(5) If the Company becomes aware of any .significant new informatioh regarding the

hazards of the PMN substanefr$ or ways to protect against the hazards, this nsw infannation must

be added to the SDS or MSDS within 3 months from the time the Company becoffies aware of the

rew information. If the PMN substances &rs not being manufactured {defined by statute to include
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import), processed, or used in the Company's workplace, the Compflny rnust add the new

information to the SDS or MSDS before the PMN substance is reintroduced into the workplace.

(6) The Company must sil$ure that persons receiving the PMN substances from tlrc

Company are provided an appropriate SDS or MSDS with their initiat shiprnent and r,vith the first

shipment after an SDS or M$IIS is revised. The Company may either provide the SDS or MSDS

withthe shippeid containers or send it to the pf;rson prior to or at the time of shipment,

' (7) The Company must maintain a copy af the SIIS or IvISIS in its workplace, and must

ensure that it is readily accessible during each work shift to emplayess when they are in their work

areas.

(S) The SDS or MSDS mey be kept in any form, inciuding as operating procedires, and

may be designed to cover groups of substances in a work area where it may be rnore appropriate to

addressthe potential hazards of aprocess rather than individual substances. Hcwever, in all cases,

the required infonnatian must be provided for the PMN substances and must be readily accessible

during ehch work shift to employess when they are in their work area^$.

(9) The SDS or MSDS must be printed in English; however, the infonnation may be

repeated in other languages.

(d) E$plovee hfomtAliq$ and Tfaining. The Cornpany must ensure that employees are provided

with inforrnation and training on the PMN substances. This information and training must he

provided at the time of each employee's initial assignment to a work area containing the PIVIN

substances and whenever the FMN substancss are introduced into the employee's work area for

the first time.
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(1) The informatiou provided to cmployees under this paragraph rnust include;

{i) The requirements of this section.

(ii) Any operations in the work area rvhere the PMN substances are present.

(ii1) The lccation and availability of the written hazard conurunication program

required under paragraFh (a) af this section- including the list of substances required by

subparagraph (a)(I) of this section and SDSs or MSDSs required by paragraph (c) of this section.

' (2) The training prov.ided to employees must inelude:

(i) Metho&s amd observations that may be used to detect the presen$,e sr release of

the PMN substances in or frorn an employee's work a^rea (such as exposute monitoring conducted

by the Company, continuCIus monitoring devices, visual appearancer or odor of the PMN

subslances when being released)

(ii) The potential human health and enviroflmental hazards of the PMN substances

as specified in paragraph (0 of this section.

{iii} The msasures employees can take to pratect themselves and the environment

fi'om ttre PMN substances, including specific procedures the Company has implemented to protect

employees and the enviroument from exps$ure to the PMN substances, including appropriate work

practices, emergency procedures, personal proteetive equipment, engineering controls, and ather

measur€s to confrol lvorker exposurs and/or environmental release required under this Consent

Order, or alternative control rneasures which HPA has determined under 40 C.F.R" $ 721.30

provide the same degree of prote+tion as the specified control measurss.

(iv) The requirements of the hazard communication program developed by the

Company underthis section, inciuding an explanation of the labeling.system and the SDS or



_18-

MSDS required by this section and guidance on obtaining and using appropriate haz*rd

information.

(e) De MifiLrnis,Cq.rlpp,,fl.tf,ajions, The requirements of this Hazard Comrnunication section do not
:

apply to quantities ofthe PMN suhstances that are (l) present in the wark area only as a mixture

and (2) at a concentration not to exceed 1.0 percent by weight or volume (0.1 percent by weight or

volume if the PMN substances are identified as potential carcinoge$s in paragraph (f) of the

Harard Communication Program section of this Consent Order). This exemption is not available if

the Cornpany has rea.son to believe that, during intended activities, the PMN substances in the

mixture ffiay he reconcentrated above the 1.fi or 0.1 percent levelo whichever applies. If this

Consent Order contains N*w Chernical Exposure Limits provisions or Release to Water provisions

that, respectively, speci$ a NCEL concentration ('-TWA") or in-stream consentration ('-N') Iess

than the de minirnis concentration specified here, then this de minimis exemption does n+t apply.

(f) I{uman,[tea,lth, I]n.vironmental l{jr,{ud. ExFoEp{$-; aud Precautionary $t41+m,Snts. The

following human health and environmental hazard and precautionary statements must ffppear on

each label as specified in paragraph (b) and the SDS or MSDS as specified in paragraph (") of this

section:

(1) Humar: health hae,ard statements.

{i} skin irritation.

(ii) respiratory complicati*ns.

(iii) neurotoxicity

This substance may cause:
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(2) Human hazard precautionary statements. When using this substance:
.:

(i) avoid skin contact.

{ii} avoid ingestion.

{iii} use skin protection"

(3) Environmental hazard statements. This substance may be:

{i) toxic to fish.

{ii) toxic to aquatic organisms.

(4) The human and environmental hazard and precautionary statemerrt on the label

prepared pursuant to paragraph (b) of this section must be followed by the statem*nt: "See fhe

SDS or MSDS for details."

(5) The Cumpany may use alternative hazard and warning statements that meet the criteria

of the Clobally Harmonized System (GHS) and OSHA Hazard Communication Standard.

(g) Existing H4zard Communic4tion Prqgram,, The Cornpany need not take additional actions if

existing prograrns and proccdures satisfy the requirernents of this section.

MANUFACTURING

(aXl ) Rrohibition. The CornFaily rnust not cause, encourage. or suggest the manufacture (which

includes import) of the PMN substances by any other Ferson.

(2) SrUtset Follo-ying SNUR. Suhparagraph (aXI) will expire 75 days after promulgation

of a final significant new use rule (..SNUR") governing the Ffufi{ substances under $ 5(aX2) of

TSCA unless the Company is nstified on or befCIre that day of an action in a Federal Court seeking

judi*ial revierv of the SNUR. If the Company is so notified, subparagraph (aXl) will not expire
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until EpA notifies the Company in writing that all Federal Court actions involving the SNUR have

been resolved and the validity of the SNUR affirrned

(3) Nqticg of [I,{UR, If and when EPA promulgates a final SN{-}R for the PMN substances

and subparagraph (aXl) expires in accordance with suhparagraph (aX2), the Company mu$tnotify

each person whorn it causesr encourages or suggests to manufacture the PMN substances of the

existence of the SNUR.

(b) The Company musl not manufacture the PMl"l substances:

(1) must provide personal protective equipment to its workers to prevent derrnal exposurs;

(2) with any rnodifications ifthey result in generation of vapor, rnist rlr aerosol exposure

for workers; a$d

{3} other than as a

rRscE$$ING

(a) The Company rnust not process the PMN substances:

(1) with any modifications that results in the generation of \rapor, rnist or aerssol exposure

for workers.

(2) must provide pcrsonal protective equiprnent to its workers to prevent dermal exFosure;

(3) other than as a

zurd,
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IJ$E-

(a) The Corttpany must not use the PMN substances:

(l ) rvith any modifications that results in the generation of vapor, mist or aerosol exposure

for workers.

(2) must provide persanal protective equipment to its workers to prevent dermal exposure;

and,

(3) other than as a

DI$rS.I-B-ULI0,.lT

(a) Export Notice Requirement. No later thas the date of distribution, the Company must notify in

or*iting any person to whorn it distributes the PMN substances that, due to the issuance of this

Consent Order, the PMN substances are subject to the export notification requirements.of TSCA $

12(b) and 40 C.F.R. pt. 707, subpt. D. Such notice rnust containo in the form in which it appears in

this Consent Ordero the foltowing information: (1) the P['IN number, and (2] either (A] the specific

chemical identities of the PMN substances, or (B) if the specific chemical identities are

confidential, the generi c chernical identiti es,

(b) Dis,tributign ReguirrmFnts, Except after the PMN has been completely reacted and except as

provided in paragraph (c) the Cornpany is permitted to distribute the PMN substances outside the

Company, other than for disposal, only to a person whc has agreed in writing priar to the date of

distribution, to:

(l ) Notify in writing any perscn to whom it distrihutes the PMN suhstanccs that, due to the

issuance of this Consent Order under $ 5(e) of TSCA, the PfuIN substanees are subject to the
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sxport notilication requirements of TSCA $ I2(b) and 40 C.F.R. pt. 707, subpt. D. Such notiee

must containi in the form in which it appears inthis ConsentOrder, the following information: (l)

the PMII numbers, ffid (2) either(A) the specific chemical identities of the PMN substances, or

(B) if the.specific chemical identities are confidential, the generic chemical identities.

(2) Not further distribute the PMF{ substanses to any other psrson, other than for disposal,

until after the PMN substances have been completely reacted (cured).

{3) Comply withthe same requirernents and restrictions, if any, required af the Cornpany

in the Protection in the Workplace section.

(4) Compty with the same requirements and restrictions, if any! required of the Company

in the Hazard Communication Program section of this Consent Order.

(5) Not process or use the PMN substances:

(i) with nny modifications that results in the generation of vapor, mist or aerosol

exposure for workers;

{ii} must provide personal protective equiprnent to its workers to prevent dermal

exposffiel and,

(iii) other than as a

(c) Temporarv Transport and Stomm Notwithstanding paragraph (b), the Company may
\-/#

distribute the PMN substances outside the Company for temporary transport and storage in sealed

contalners provided the following three conditions are mefi

(1) Subsequent to any such exempt temporary transport or storage of sealed containers, the

PMN substance$ may be distributed only to the Company o; psrsoll who has given the Cornpany

the wtitten agre$ment required by paragraph (b).
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(2) Any human exposure or environmental release resulting fron: opening the s'ealed

containers and removing or washing out the PMN substances may occur only while the PMN

substances are in the possession and control of the Ccmpany or a person who has given the

Company the written agreement required by paragraph tb).

(3) The sealed cantainers must he laheled in accordance with paragraph (bxz) of the

Hazard Communication Program section of this Consent Order.

{d} BesipientNon-Qompliance, If, at any time after commencing distribution in commerce of the

PMN substances, the Company obtains knowledge that a recipient of the PMN substances has

failed to comply with any of the conditions specified in paragraph tb) of this Distribution section

or, afterparagraph ft) expires in aceordance with subparagraph (c)(l), has engagod in a signifieant

new use of the PMN substances (as defined in 40 C.F,R. pt. 7?1, subpt. n) *itt out submitling a

significant new use notics to EPA, the Company must cease supplying the PMN suhstances to that

recipient, unless the Company is able to document each of the following:

(1) T-hat the Cornpauy has, within 5 working days, notified the recipient in writing ttrat the

recipient has failed to comply with any of the conditions specified in paragraph (b) of this

Distribution section, or has engaged iu a significant new use of the FMN substances without

submitting a significant new use notice to HPA-

(2) That, within l5 working days of notifying the recipient of the noncompliance, the

Company received from the recipient, in rvriting, a statement of assurance that the recipient is

aware of the terms of paragraph (b) of this Distribution section and will comply with those terunso

oris aware of the temrs of the significant new use rule fbrthe PMN substances and will not ffngags

in a signifieant new use rarithaut submitting a significant new use notice to EPA
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{3} If, after receiving a statement af assurfflce frorrt a recipient under subparagraph (dxz}

of this Distribution seeticn, the Company obtains knowledge that the recipient has failed to comply

with any of the conditions specified in paragraph (b) of this Distribution seetion, orhas engaged in

a signlficant net'use nf the PMN substances without submitting a signifi.cant new use notice to

EPA, the Company must cease supplying the PMN substances to that recipient, must notily EPA

of the fhilure to comply, and is permitted to resume supplying the PMN'substances to that recipient

only upon n'ritten uotification from the Agency.

(e) Sunpet Fq[owinfi SNUR andNotific,ation of SNIiR. (1) Paragraphs (b) and (c) of this

Distribution section will expire 75 days after promulgation of a final SNUR for the PMN

substances under $ 5(a)(2) of TSCA, untess the Company is notified on or before that day of an

action in a F'ederal Court seeking judicial review of the SNUR. If the Company is so notified,

paragraphs {b} and (c} *f this Distribution section will not expire until EPA notifies the Company

in writing that all Federal Court actions involving the SNUR have been resolved and the validity of

the SNIJR affirmed.

(2) When EPA promulgates a final SNUR for the PMN substances and paragraph (b) of this

Distribution section expires in ascordance with subparagraph (eXli, the Company must notify

each personto whom itdistributes the PMN substances o,f the existence of the SNUR. Such

notifisation must be in writing and must specifically include all limitations contained in the SNUR

which are def,rned as significant new uses, and which u,ould require signilicant new use

notification to EPA for the PMN substances. Sueh notice must also reference the publication of

the SNUR for the PMiti substances in either the Eederal Rgqistet or the Code of Federal

Regulatirlns.
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rrr. Him$#BpKEsrrF{#

(a) Records. The Cornpany must maintain the following records until 5 years sfter the date they

are created and rnust make them available for inspection and copying by EPA in accordance with $

I I of TSCA:

(1) Exemptiq&s.. Records documenting that the PMN substances did in fact qualify for any

ons ormore of the exemptions described in Section l, Paragraph (b) of this Consent Order. Such

records must satisfy all the statutory and regulatory recordkeeping requirements applicable to the

exemption being claimed by the Company. Any amounts or batches of the PMN substances

eligible for the sxpofi only exemption in Section I, Faragraph (bxl) of this Consent Order are

exempt from all the requirements irr this Recordkeeping section, if the Company maintains, for 5

years from the date of their creation, copies of the export label and expofi notice to EPA, required

by TSCA $$ l2(aXlXB) and 12(b), respectively. Any amounts or batches of the PMN substances

eligible for the research and development exemption in Section I, Paragraph (bX2) of this Consent

Order are exeilrpt from all the requirernents in this Recordkeeping section, if the Cornpany

maintains, for 5 ),ears from the date of their creation, the records required by 40 C.f.R. $

?20.78ft). For enyarnounts or batches of the.PMN substances claimed to be eligible fqr any other

exernption described in Sestion I, Paragraph (b) of this Csnsent Order, the Comp&ny must keep

records demonstrating qualification for that exemption as well as the records specified in

paragraphs {2) and (3} below, but is exempt from the other recordkeeping requirements in this

Recordkeeping section;

(2) Records documenting the manufacture {which includes import} volume of the PMN

substances and the corresponding dates of manufacture;
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(3) Records documenting the names and addresses (including shipment destination

address, if rtifferent) ofall processors outside the site of manirfacture (which includes import) to

whom lhe Company directly sells or transfers the PMN substances, the date ofeach sale or

hansfer, and the quantity ofthe PMN substances sold or transferred on such date;

(4) Rccords documcnting the address of all sites ofmanufacture (which incluiles import), ,

:

processing, and use; :

any applicable personal protective equipment required pursuant to the Protection in the Worslace l

section ofthis Consent Order;

(6) Recods documantfuE the deteminations required by the Protection in the Workplace

section ofthis Consent Order that chemical protectivc clothing is impervious to tlrc PMN

substanc€s;

(7) Records required by paragraph (0. of the New Chemical Bxposure Limits section of

this Consefi Order, if applicable;

(8) Records documenting establishneat and iniplementation oftle hazaid ctimi'tuaicatiori

program rcquired by the Hazard Communication Program section ofthis Consent Order:

(9) Copies oflabels required under the Hazard Communication i'rogram section ofthis

Consent Order;

(10) Copies of Material Safety Data Sheets required by the Hazard Communication

Program section of this Consent Order;

(11) Recards documenting compliance with any applicable manufacturing, processingn

use, and distribution restrictions in the Manufacturing, Processing, Use, and Distribution sections
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of this Consent Order, inctruding distributees' written agreeffient to comply with the Distribution

section of this Consent Order;

(12) Copies of any Transfer Documents and notices required by the $ucc,sssor Liability

.qection aI'this Consent Order, if applicable; and,

(13) The Company mustkeep a copy of this Consent Order at each of its sites where the

PMN substances are manufactured (which includes irnport).

(b) Applicabitiry. The provisions of this Recordkeeping Section are applicable only to activities

of the Company and its Contract Manufecturer, if applieable, and not to activities of the

Cornpanyns customers.

(c) Oh{.H C+nEl lrluqrber. Under the Paperwork Reduction Act and its regulations at 5 C.F.R. pt.

13?0, parlicularly 5 C.F.R. $ 1320.5(b), the Company is not required to respond to this "sallection

of inforrnation" unless this Consent Order displays a curently valid control numher from the

Offise of Management and Budget f'OMB"), and EPA so informs the Company" The "collection

of information" required in this TSCA $ 5(e) Consent Order has been approved under currently

valid OMB Control Numher 2fl7$-00l2.

IY.RH#UBSTSFOR.TSS-II*{ST.ECTI-qTLI]YF'qRMATION

(a) EFA's Request for Infurmation. Pursuant to $ I1 of TSCA and40 C.F.R. $ 720.lzZ,EP{rnay

ocuasionally canduct on-site compliance inspections of Company facilities and canveyances

associated vrith the PMN substances. To facilitate such inspections, EPA p*rsonnel may contact
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the Company in advance to r€quest infonnation pertinent to the scheduling and conduct of such

inspectioas. Such rrquests may be uritten or oral. The types ofinformaticn that EPA may request

include, but are not limited to, fte following:

. ( I ) Expected dates. and times when the PMN substsnces will be in production within the

subsequent 12 months;

(2) Cunent workshift schedules for workers who are involved in aotivities associated with

the PMN substaaccs and may reasonably be exposed to the PMN substancesi

(3) Currcntjob titles or cat€godes for workers who arc involved in activities asrsociated

with the PMN substaaces and may reasonably be exposed to the PMN substances;

(4) Existing elposure monitoring data for workers who are invoived in activities

associatcd wittr the PMN snbstances and may reasonably be exposed to the PMN substances;

(5) Records required by the Recodkeepi"g section ofthis Conscnt Ordc; andlor,

(6) Any ofur information reasonably rclated to det€rminiag compliance with this Co,nsent

Order or conducting aa inspection for that purpose.

(b) Cp,mpruyls Bpsponse. The Company must respond to such requests within a reasonable

period of time. but in no event later than 30 days after receiving EPA's request. When requested

in writing by EPA, the Company's response must be in writing. To the extent the informaticn is

known to or reasonably ascertainable by the Company at the time ol'the request, the Company's

response must demonstrate a good faith effbrt to provide reasonably accurate and detailed answers

to all of EPA's requests.
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(c) Confidential Fusiness Information. Any Cor:fidential Busin#ss Infonnation ("CBI") that the

Companysubrnitsto EPApursuant to paragraph {h} will bepratected in accordance with $la of

TSCA and 40 C.F.R. pt. 2, subpt" B. In order to make a confidentiality claim for information

suhmitted to EPA, an authorized official of the Company must certify that it is true a:rd accurate

that the Company has:

(1) Taken reasoirable me+sures to protect tl'le conlidentiality of the information;

(2) Determined that the information is not required to be disclosed or otherwise made

available to the public uuder any other Federal law;

(3) A reesanable basis to conclude that the disclosure of the information is likety to cause

substantial hamn to the competitive position of the CompanYi and

{4) A reasonable basis to believe that the infonnation is not readily discoverable through

reverss engineering.

CBI claims for chemical identity must be accompnnied by a generic cheinical identity, wlrich may

be that used for the PMN. CBI claims must be accompanied by substantiations in accardance with

TSCA g la(cXs). Guidance CIn substantiating CBI claims may be found at

v. succE$sqB ITIABILITY UPON,.TBAT-{SF'ER SE,-CSIY$p+IT SRpER

{a) Spp$q. This section sets forth the procedures by which the Company's rights and obligations

under this Consent Order may be transfemed when the Company transfers its interests in the PMN

substances, including the right to manufacture the PMN substances, to another person outside the

Company (the "Succe$sor in Interest"),
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(b) Relatiqn o-f Transftlr EqXg tB- NqL.iS,p of C$nrnr+n-cgrnsnt ('HQC',)*

{1} FqftSe NOC. If the transfer fronr the Company to the Successor in Interest is effective

befcre EPA receives a notice of commencement of nranufacture or irnport (-'NOC') for the Ph,tN

substances franr the Company pursuant to 40 C.F.R. $ 720.102, the Successor in Interest must

submit a new PMN to EPA and comply fully with $ s(aXI )(B) of TSCA and 40 C.F.R. pt. 720

before comrfieilcing manufacture (which includes import) of the PMN substances.

(2) Aftef NOC. If the transfer from the Company to the Successor in Interest is effective

after EPA receives a I{OC, the Successor in Interest must comply rvith the terms of this Consent

Order and will not be required to submit a new PMN to EFA"

(c) Fefinitions" The following definitions apply to this Successor Liability section of the Cansent

Order:

(1) "successor in lnterest" means a person outside tlre Company who has acquired the

Company's full interest in the rights to manufacture the PMN substances, including all ownership

rights and legal liabilities, through a transfer document signed by the Compan,I, ns tratrsferor, and

the Succsssor in Interest, as transferee. The term excludes persons who acquire less than the full

interest of the Company in the PMN substances, such as a licensee who has acquired a limited

license to the patsnt or matrufacturing rights associated with the PMN substanses. A Successor in

Interest must be incoqporated, licensed, or doing business in the United States in accordance with

40 C.F.R, $ ?20.22{aX3) and 40 C.F.R. $ ?20.3(z}.
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(2) *oTrausfer Do*ument'o means the legal instrument(s) used ta convey the itrterests in the

PMN substances, including the right to manufacture the PMN substances, from the Company to

the Successor in Interest.

{d) Notices.

(1) Notice to-Sgccespor in Intqfest= On or before the effective dirte of the transfer, the

Company must provide to the Suc*essor in Interes!, hy registered mail, e copy ef the Consent

Order and the *'Notice of Transfer" docurnent which is incoryorated by reference as Attachment B

to this Consent Order.

(2) lr,{otipe to 4PA. 'Within I0 husiness days of the effective date of the transfer, the

Cornpany must, by registered mail, submit the fully executed Notice of Transfer document ta EPA

at:

Postal Mail AddressT
U.S. Environmental Protection Agency

New Chemicals Management Branch (7405M)

1200 Pennsylvania Avenuen N.Vf.

V/ashington, D.C. 20460

A,lternativeH, fte dqgunenl,,mitLhtubmittgd.bl: qql+rier :

U.S. Environmental Protection Agency

New Chemicals Management Branch (7405M)

I20l Constitution Avenue, N.W.

Washington, D.C. 20il04
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{3} Transfer Documefrt.. Copies of the Trzursfer Document must be maintained by the

Successor in Interest at its principal place of business, and at all sites where the PMN substances

are manufactured. Copies of the Transfer Document n:ust also he made available for inspection

pursuant to $ I I of TSCA, must statethe effective dat* of transfer, and mlst contain provisions

which expressly transfer liability forthe PMN substances under the terms of this Consent firder

from the Company to the Suceessor in Interest.

(e) Lidbility.

(I) The Company will be liable for cornpliance with the requirements of this Consent

Order until the effective date of the transfer desmibed above.

(2) The Successsr in Interestwill be liable for compliance with the requirements of this

Conseat Order ef[ective as of the date oftransfer"

(3) Nothing in this section may be construed to prohibit the Agency from taking

enforcement action against the Company after the effective date of the transfer for actions taken, or

omissions made, during the time in which the Company manufactured, processed, used, distrihuted

in commerce, CIr disposed of the PMN substances pur$uant to the terms of this Consent Order.

{fl Sblieati_o_us to Submit Tq$l-P.a++ un* If paragraph (d} of the Testing section

of this Cansent Order requires the Company to submit test datato EPA at a specified production

volume ("test trigger"), the aggregate volume of the PMN suhstancs$ manufactured by the

Company up to the date of transfer will count tawards the test trigger applicable to the Successor

in Interest.
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vr. n{oprrxEATlpN*sNp REyoqATJOqf oF qoiYftEr\t S ospF{IE

'Ihe Llonsent Order may be modified only via the procedures in this Section. The Campeny

rnay request in writing at any tirne, based upon new infornration on the hurnan health or

envirorunental effects of, or human exposure to or environmental release of, the PMN suhstances,

that EPA agree to moctify or revoke substantive provisions of this Consent Order, including, but

not limited to, testing requirements, workplace protections, disposal requirements, or disoharge

limits. The exposures and risks identified by EPA during its review of the PMN substances and

the infarmation EPA deterrnined to be neeessary to evaluate those exposures and risks are

described in the preamble to this Consent Order. Howevetr, in determining whether to amend or

revoke fhe substantive provisions of this Consent Order, EPA will consider all relevant,

infonnation available at the tirne the Ag*ncy makes that determination, including, where

appropriate, any reassessment of the te$t dats or,other information that s.upports ths finding* iu this

Consent Order, an exarnination of new test data or other information or analysis, and any other

rel evamt i nf'o nnation -

EPA will issue a modifieation or revocation if EPA determines that the activities described

therein fff,e no longer necessary to protect against an unrefrsonable risk of injury to health or the

environment and rvill not result in significant or substantial human exposure or substantial

environmental release in the absence of data sufficient to permit a reasoned evaluation of the

health or environrnental effbcts of the PMN substanses.

In addition, the Company may request in writing at any time that EPA make other

modifieations to the language of this Consent Order. EPA rvill issue such a modification if EPA

determines that the modification is useful, appropriate , and consistent with the strueture and intent

of this Consent Order as issued.



vrr. EFFBCT Or CONS,HI{T #,RFBE

(a) Waiver. By consenting to the entry of this Consent Order, the Company waives its rights to

receive seryice of this Consent Order no later than 45 days before the end of the applicable review

period pursusnt to $ 5(e)( l XB) of TSCA and to challenge the validity of this Consent Order in uny

subsequent action. Consenting to the entry of this Consent Order, and agreeing to be bound by its

term$, do nol constitute an admissian by the Company as to the facts or conclusions underlying the

Agency's deterninations in this proceeding. This waiver does not affect any other rights that the

Company may have under TSCA.

(b) Eff.ective Pate. This Cousent Order shall be effective upon the expiration of the PMN review

period after the EPA's receipt of a fully executed copy of the Consent Order. The EPA will notifu

the C+mparry of its receipt of the fully executed copy of the Consent Order.

lrPab tG
Date

Date urris, Director



ATTACHMENT A

I}EFINITIONS

f,fibta; Tlte sttached Consent Order ffiay not eontain some of the terms definedbelow.J

"Chemical name" means the scientific designation of a chemical suhstance in accordance

with the nornenclature system develcped hy the Chemical Ahstracts Service's rules of
noffisnclature, or a narne which will clearly identify a chernical substance for the purpose af
conducting a har-srd evaluation.

"Chemical protective clothing" meffls iterns of clothing that provide a protective barrier to
prevent dermal contact with chemical substances of,*sncem. Examples can include, but are not

limited to: full hody protective elothing, hoots, caverhlls, gloves- jackets, and pants.

'*Company" means the person or persons subject to this Consent Oruler.

*Commercial use" msans the uss of a chemical substance or any mixture oontaining the

chernical substance in a cornmercial enteqprise providing saleahle goods or a sfirvice to consumers

(e.g., a commercial dry cleaning establishment or painting contractor).

ooCommon naffie" means any designation or identification such as code ilame, code number,
trade name, brand nanre, or generic chemical name used to identify a chemical substance other
than by its chemical name.

**Consumer" msans a private individual who usss a chemical substance or any product

containing the chemi*al substanie in or af,ound a pennanent or temporary household or residence,
during recreation, or fcr any personal use or enjoyment.

"Consumer product" meafis a chemical substance that is directly, or as part of a mixture,

sold or rnade availahle to consumers for their use in or around a permanent or temporary

household or rssidsnffe, in or around a school, or in recreation.

*'Container" means any bug, barrel, bottle. box, can, cylinder, drum, reaction vessel, storage

tank, or the tike that contains a hazardous chemical. For purposes of this section, pipes or piping

systems, and engines, fuel tanks, or other operating systerns in a vehicle, are nct considered to be

containers.

'oContract Manufacturer" means a person, outside the ComFffiy, who is authorized to
manufucture (u'hich includes import) the PMN suhstance under the canditions spepified in Section

II of this Consent Order and in the Consent Order far Contract Manufacturer.

"Identity" means any chemical or common narnc used to identify a chemical substance cr a
mixture containing that substance.
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'*Immediate use.'o A chernical substance is forthe "immecliate use" of a person if it is under
th* cantrol of and used only by, the person who transferred it fronr a labeled container and will
only be used hy that persoil wilhin the work shift in whjch it is transfurred from the labeled

cantainer.

'*Impervious.'o Chemical protective clothing is "impeniou.$" to a chemical substance if the
substance causes no chemical or mechanical degradation, permeation, or penetration of the
chemical protective clothing under the conditions of, and the duration of, exposure

*'Intermediateo' mean$ any chemical substance that is consumed, in whole or in part, in
chemical reactions used for the intentional manufacture of another chernical substance(s) or
mixture(s), or that is intentionally present for the purpose of altering the rates of such chemical
reactions

"Manufasfiffe" meafis to produce or manufacture in the United States or import into the

custcrns territory of the United States.

*oManufacturing stream" meafl$ all reasonably anticipated transfer, flow, or disposal of a
chemical substance, regardless of physical state or coflcentration, through all intended operations

of manufaeture, including the cleaning of equipment.

"MSDS" meafls material safety data sheet, the rmitten tristing of data for the chemical
substance-

I'NIOSH" means the National Institute for Occupational Safety dnd Health of the U.S"

Department of Health and Hurnan Services.

*'Non-enclosed process" meafls any equipment system (such as an open-top reactor, storage

lailk, or mixing vessel) in which a chennical substance is manufactured, processed, or otherwise
used where significant direct contact of the bulk chemical substance and the workplace'air may

occul.

*'Non-industrial use" means uqe other than at a facility where chemical substances or
mixtures are rnanufactured or processed.

!*PMN substances" means the chemical substances described in the Prernanufacture notices

submitted b)'the Company relevant to this Consent Order.

'oPersonal protective equiprnent" means any chemical protective clothing or device placed

on the body to prevent contact with, and exposure to, an identified chemical substance or
substances in the work area. Examples include, but are not limited to, chemical protective

clothing, apron$, hoods, shernical gcggles, face splash shields, or equivqlent eye protection, and

various types of respirators. Sanier creams are not included in this definition.
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"Process stream" means atl reasonably anticipated transfer, flow, or disposal of a chemical
substance, regardless of physical state or concentration, through all intended operations of
processing, including the. cleaning of equipment.

'*Sc.ientifically invalid" means any significant departure frorn the EPA-reviewed protocol or
the Good Laboratory Practice Standards at 40 C.F',R. pt,792 without prior or subsequent Agency
reviewthat preveflts a reasoned evaluation of the health or environmental effects of the PMN
substance.

"scientifically equivocal data" means data which, atthough developed in apparent
conformity with the Good f,aboratory Practice Standards and EPA-reviewed 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 PMhl substance.

"SDS'means safety data sheet, the wriffen listing of data for the chemical substance.

'osealed container" means a closed container that is physically and chemically suitable for
long-tenn containrnent of the PM[-i substance, and from'*.hich there will be no human exposure to,
nor environmental release of, the PMN substance during transport and storage.

"Site-limited interrnediate" means an intermediate manufactured, proc€ssed, and used only
within a site and not distributed in commsrce other than as an impurity or for disposal. Imported
intermediates cannot be "site-limited."

"Use stream" means all reasonably anticipated transfer, flow, or disposal of a chemical
substance, regardless of physical state or concentration, tluough all intended operations of
industrial, commercial, or consumer use.

"Waters of the United States" has themeaning set forth in40 C.F.R. fi 122.2,

"Work area" means a room or defined space in a workplace.where the PMN substance is
manufactured, processedo or used and where employees are present.

"Workplace" means an establishment at one geographic location containing one or more

r+'ork arcas.



ATTACHMBNT B

NOTICE OF'TRANSFER
OF

TOXTC SUBSTANCES CONTROL ACT
SIICTI0N 5(e) CONSENT ORIIER

Company iTransferor) PiUN Number

1. Transferof Manufacture Riqhts, Effective an
otherwise transfer to

* the Company did sell or
'Successor in Interestoo) the rights' and liabilities assooiaed with maft!frctuE of the abovc-referenced chemical substance, which was

the subject of a prenunufrcture notice f'PMN') and is governed by a Consent Order issued by the
U.8. Environmental ProtcctionAgency ('EPA) undertlrc authority of $5(e) ofthe Toxic
Substanccs Control Act ("TSCA," 15 U.S.C. $260a(e)).

2. Assumption ofliability. The Successor in Interest hereby certifies that, as ofthe effective date

of tznsfcr, all actions or omisions goraemed by the applicable Consent ffier limiting
manufucture, prccessing, use, distibution in commerce and disposal of the PMN zubsmce, will
be the resporsibility of the Successor in Interest. Successor in Intersst also cerntitres that it is
incorporatd licensed, or doing busine.ss in the United States in accordance with 40 C.F.R $
720.22(a)(3).

3. Coofdgrtial Busirpss laformatioq, The Successor ia Interet hereby;

- 
trearsetrts,

_ relinquishes, or

- 
modifies

all Conlidential Business laformation (CBI') claims made by the Company, pursuant to Section
14 of TSCA and 40 C,F.R pt. 2" for the PMN substance(s). Whcre'reasserts" or'telinquishes" is
indicated, that designation will be deemed to apply to all such claims. Where 'tnodifies" is
indicated; such modification will be explained in detail in an attachment to this Notice ofTransfer.
Information which has been previously disclos€d to the public (e.g., a chemical identity that was
not claimed as CBI by the original zubmitter) would not subsequently be eligible for confidential
heatment rmder this Notice of Transfer.



In order to r*ake a canfidentiality claim far information subrnitted to EPa, an authorized official
of the Successor in Interest must certify that it is true and accurate that the Successor in Interest
has:

(1) Taken reasonable measures to protect the confidentiality of the information;

(2) Determined that the in{brmation is not required to bs disclosed or otherwise made
available to the public under any other Federal law;

(3) A reasonable ba^sis to conclude that the disclosure of the information is likely to cause

substantial harm to the campetitive position of the Sucsessor in Interest and

(4) A reasonable basis to believe that the information is n*t readily d.iscaverable through
reverse engineering.

''
CBI claims for chemical identity must be accompanied by a generic chemical identity, which may
be that used for the PMI{.



Company (Trrnsferor)

Signature of Authorized Official

Printed Name of Autharized Official

Title of Authorizcd Official

Successor in f*terect

Signature of Autlrorired Official

Printed Name of Authorized Official

Title of Authorized OfIicial

' Address

City, State, Zip Code
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NOTICE OF TRANSFER OF'
TOXTC SUBSTANCES CONTROL ACT

SECTION s(e) C0NSENT (}RIIER

(continued)

PMN Number

Date

Date
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NOTICE SF TRANSFER OF
TOXIC SUBSTANCES CONTROL ACT

SECTION 5(e) CONSENT 0RDER
(continued)

Successorts Technicnl Contact

' City, State,Zip Code

Phone


