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PREAMBLE

T. INTROI}UCTION

Under the authority of $ 5(e) of the Toxic Substances Control Act ("TSCA") (15 U.S.C.

2604(e)), the Envirsnrnental Protection Agency ('*EPA* or 'the Agency") issues the affached

Order, regarding premanufacture notice ("PMN") P-l6-0595 for the chemical substance

("the

PMN substance") submitted by (o-the Cornpany"), to take effect upon

expiration of the PMN review period. The Company submitted the PMN to EPA pursuant to $

s(aXlXB) of TSCA and 40 CFR part 720.

Under $ 15 of TSCA, it is unlawful for any person to fail or refuse to comply with any

provision of TSCA, any order issued under TSCA, or any consent order entered into under TSCA.

Violators mey be subject to various penalties and to both criminal and civil liability pursuant to $

16, and to specific enforcement and seizure pursuant to $ 17. In addition, chemical substances

subject to an order issued under $ 5 of TSCA, such as this one, are subject to the $ 12&) export

notice requirement.

rr. suMMi4'Rxp.flr,BRMS OF THE pRpER

This Consent Order requires the Comparly to:

{a) Not use other than as stated in the PMN as a

(b) lmport only in containers as stated in the PMN
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(c) Not manufacture (excluding import) the PMN substance domestically;

(d) Manufacture (which includes import) PMN substance such that the proportion of the l

(e) not release the PMN substance inta the waters of the United States; and

(t) maintain certain records.

Hr. s.g["{,fml:Ir$, pr' rF{N

By signing this Order, the Company represents that it has carefully reviewed this document and

agrees that all information herein that is claimed as confidential by the Company is comectly

identified within brackets, that any information that is not bracketed is not claimed as confidential,

and that the Company has previously submitted any information so marked to EPA under a claim

of confidentiality in accordance with the requirements of TSCA and applicable regulations. To

make this document available for public viewing, EPA will remove only the information contained

within the brackets.

Csnfide*tiel Busihn$$,1*&rflIs,ti;o$, filnini$ (Ilra*ks:fpd,,iff th#.grsq$ililsinrid QidCf);

Company Information, Molecular Weight, Chemical ldentity, Trade Name, Production Volume,

and Use,
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Generic:
Substituted-(hydroxyalkyl)-alkyl-alkanoic acid, hydroxy-(substitutedalkyl)-alkyl-, polyrner with
alpha-hyd ro- om e ga-hydroxypo ty [oxy(alkylethanediy l]l
and isocyanato-(isocyanatoalkyl)-multialkylcycloalkane, salt, alkanol-blocked, compds.

Uss":

Specific:

Generic: Polymer

Test Data Submitted urith PMN: Physical and Chemical Properties and Ames Test Report

rv. E_,HA:S Aq$qq$.t[ENT p

The following is EPA's asssssment regarding the probable human and environmental

toxicity, human exposure and environmental release of the PMN substance, based on the

information curently available to the Agency.

Human Health Effecis Sum$r_arv:

Absorption: Absorption is nil through the skin for the polymer and the amine counter ion, poor

throughthelungsandGItractforthe1owmolecularweightfractionofthe*,,**f

I and good through the lungs and GI tract for the ased

on physical and chemical properties.

Toxicological Endpoints of Concern: Irritation to skin, eyes, and lungs, kidney and developmental

Maximufn 1 2-Month.P-fgduction Volume: I

effects.

Basis: Based on present in the structure.
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Environruggt+I Effects Summary ;

Risk to the environment is based on SAR chemical class predictions for polyanionic polymers. If a

low molecular weight polymer is produced under the same CAS RN, with a different average

molecular weight, proportion of repeating units, andlor its percentage, the determination may be

different, Specifi cally, r the

molecular weight is within a rang$ that allows for solubility or sorption, then hazard concems may

result. See hfips://www.epa.gov/reviewing-new-chernicals-under-toxic-substances-control-act-

tsca/chemical-categories-used -review-new

V. EPA'S DETERMINATION

The follo*irrg findings constitute the basis of this Consent Order, issued under $ 5(E) of

TSCA:

(4 EPA is unable to determine whether the PMN substance will present an unreasonable

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

for human or environmental exposure to the PMN substance and that the PIUN substance may

cause irritation, kidney and developmental effects and, if made differentlv, environmental effects.

Therefore, pursuant to $$ s(aX3XBXiiXD and 5(e)(lXAXii)(I) of TSCA, EPA has determined that

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

substance may present an unreasonable risk of injury to health and the environment and that the

Iimitations imposed by this order are necessary to protect against such risk.
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VI. il!{FQRI{,4TIQN BEAU-IRED TO EYAI+U-AT*g. TI-UM
AH$- EN.Y.rRq N MEN TALE nFS CT.s.

Pended TestinEr.'--I,ffi,-*ffitlos/ing additional information would be required to evaluate the

following effects which may he caused by the PMN substance:

Human Health Testing

. Acute Dermal Iritation Test (OPPTS Test Guideline 870.2500); and,

. Acute Eye Initation Test (OPPTS Test Guideline 870.2400).

Ecotoxicifv Testins

Tier one will be testing on physical/chemical properties:
e Compositional/component analysis with certificate of analysis;
r Water solubility - I-Iarmonized Test Guideline 830.7840 or 830.7860; and
I Octanol/water partition coefficient (Kow) - Harmonized Test Guideline 803.7550

or 830.7560 or 830.7570; or OECD 123, Partition Coefficient (1-Octanol /Water):
Slow-stirring Method.

Tier two will be the acute base set:
r Fish Acute Toxicity Test, freshwater and marine (OPPTS Test Guideline

8s0.r075);
r Aquatic Invertebrate Acute Toxicity Test (OPPTS Test Guideline 850.1010); and
r Algal Toxicity (OCSPP Test Guideline 850.a500).

Tier three will be the chronic base set:
. Fish Early-Life Stage Toxicity Test (OPPTS Test Guideline 850.1400) and
. Daphnid Chronic Toxicity Test (OPPTS Test Guideline 850.1300).

The Order does not require submission of the above pended testing at any specified time or

production volume. However, the Order's restrictions on manufacture and use of the PMN

substance will remain in effect until the Order is modif,red or revoked by EPA based on submission

of that or other relevant information.
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NOTE: Any request hy EPA for the triggered and pended testing described in this Order was

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

available information on appropriate testing for the PMN substance. Further, ffiy such testing

request on the part of EPA that includes testing on vertebrates was made after sonsideration of

available toxicity information, computational toxicology and bioinformatics, and highthroughput

screening methods and their prediction models.
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Uf,IITEB STATES ENVIROHIVIENTAL PROTECTION AGHNCY

WASHINGTON, D.C, 2O4OO

CONSEI{T ORDBR

I.SCOT$QF4T ;I,.ICIABI!"IT,V-Ailf PEXE*,,IP.TIPNS

(a) Scope. The requirements of this Order appty to alt cornmercial manufacturing, processing,

PMN substance") in the llnited States by ("the Cornpany"), except to the

extent that those activities are exernpted try paragraph (h).

(b) Exen:ptions. Manufacturing, processing, distribution in commerce, use and disposal of the

PMN substance is exempt from the requirements of this Order (except the requirements inthe

Recordkeeping and Successor Liability Upon Transfer Of Consent Order sections) only to the

extent that (l) these activities are conducted in full cornpliance with all applieable requirements of

the following exernptions, and (2) such compliance is clocumented by appropriate recordkeeping as

required in the Recordkeeping section of this Order.

(l) Export. Until the Company begins commercial manufacture of the PMN substance for

use in the United States, the requirements of this Order do not apply to maRufacture, processing or

distribution in commerce of the PMN substance solely for export in accordance with TSCA

$$12(a) and 12(b),40 CFR 720.3(s) and 40 CFRpart 707. However, once the Cornpany begins to

I n ternei Addre$s {UItL} * hiip:liwru,*.epa.gov
Recycled/tiecyclable t Printed with Vegetahrle Oil BaseC lnks on j0C% Postc$fis'rr1ler. Process Chlorins Free Recy<:l<+r1 Parl:*r

distribution in commerce, use and disposal of the chemical substance P-16-0595
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manufacture, process, or distribute in commerce the PMN substance for use in the United States,

no further activity by the Company involving the PMN substance is exempt as "solely for export"

even if some amount of the PMN substance is later exported. At that point, the requirements of

this Order apply to all activities associated with the PMN substance rvhile in the territory of the

United States. Prior to leaving U.S. territory, even those quantities or batches of the PMN

substance that are destined for export are subject to terms of the Order, and count towards any

production limit test triggers in the Testing section of this Order.

(2) Research & DgveJopment ("R&D'). The requirernents of this Order do not apply to

manufacturing, processing, distrihution in commercs, use and disposal of the PMN substance in

small quantities solely for research and development in accordance with TSCA $5(hX3), 40 CFR

720.3(cc), and 40 CFR 720.36. The requirements of this Order also do not apply to manufacturing,

processing, distribution in commerce, use and disposal of the PMN substance when manufactured

solely for non-commercial research and development per TSCA $5(i) and 40 CFR 720.30(i).

(3) Bvprodupts. The requirements of this Order do not apply to the PMN suhstance when

it is produced, without separate cofiImercial intent, only as a "byproduct" as defined at 40 CFR

720.3(d) and in compliance with 40 CFR 720.30(9).

(4) No Separate_C-omm.ereiAl H}+ruo,s"e. The requirements of this Order do not apply to the

PMN substance when it is manufactured, pursuantto any of the exemptions in40 CFR 720.30(h),

with no commercial purpose separate from the substance, mixture, or article of which it is a part.

(5) Imported Articles. The requirements of this Order do not apply to the PMN substance

when it is irnported as part of an "article" as defined at 40 CFR 720.3(c) and in compliance with 40

cFR 72fi.22ftXr).
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(c) Automatiq S.+"nset. If the Company has obtained for the PMN substance a Test Market

Exemption f'TME") under TSCA $5(hX1) and 40 CFR 72A38 or a Low Volume Exernption

(*LVE") orlow Release'mtlExposure Exemption ("LoREX") under T$CA $5(hX4) and 40 CFR

723.50(c)(l) and (2) respectively, any such exemption is automatically rendered null and void as

of the effective date of this Consent Order.

II. THRFf,S, 8H,M4,I!III{ACTURE. PR(}CESSING.
D-ISTRIBUTIq.N.{N.qO..MMEBC.S*TIfi $-ANqPIfi PqqAL

TENDIN GSUBMIS sroN $I$p,Hy#,"+[I+H8l{
OF INFORMATION

PROHIBITION

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

processing, distributing in commerce, using, or disposing of the PMN substance in the United

States, for any nonexempt commercial purpose, pending the development of information necessary

for a reasoned evaluation of the human health and environmental effects of the substance, and the

completion of EPA's review of, and regulatory action based on, that information, except in

accordance with the conditions described in this Order. .

TEST-IIT

(a) $egliqn 8(e) Repo{tine. Reports of information on the PMN substance which reasonably

supports the conclusion that the PMN substance presents a substantial risk of injury to health orthe

environment and which is required to be reported under TSCA section 8(e) must reference the

appropriate PMN identification number for this substance and contain a statement that the
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substance is subject to this Consent Order. Additional information regarding section 8(e) reporting

requirements can be found at wwut.epa. gov/oppt/tsca$e.

(b) Notice of Study Scheduline. The Company must notiS, in writing the EPA Monitoring 
,

Assistance and Media Programs Divisior\ Office of Enforcement and Compliance Assurance i
r

(OECA) , U.S. Environmental Protection Agency, of the following info'mratior within I0 days of 
i

scheduling any surdyrequired to be perfonned pursuant to this Order, or within t5 days affer the ,

effective date of this Order, whiclrcver is larct .

,(l) The date when tlre study is scheduled to commencei

(2) The name and address ofthe laboratory rttich will conduct the study; :

(3) The name and tclephone number ofa person at thc Company or the laboratory whom 
.

EPA may contact regartling the strdy; and,

substance is subject to this Clnsent Order. 
l

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

Postal Mail Address

U. S. Environmental Protection Agency

GLP Section Chief - Pesticides, Water and Toxics Branch

Monitoring Assistance and Media Programs Division {2227 A)

Offrce of Enforcement and Compliance Assurance

1200 Pennsylvania Avenue, N.\U.

Washington, DC 20460
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Courier Delivery Address

U. S. Environmental Protection Agency

GLP Section Ctfief ;?esticitles,'Water and Toxics Branch

Monitoring Assistance and Media Programs Division {22271t}

Office of Enforcernent and Compliance Assurance Room 7117r-

1200 Pennsylvania Avenue, N.W.

Washington, DC 20004

A copy of the letter submitted to EPA/OECA must also be submitted concurrently as a support

document for the PMN, using the procedures set out in 40 CFR'120.40.

(c) Good Laboratorv Practice Standqrds qnd Test Protocols. Each study performed to address the

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

Standards at 40 CFR Part792 and using methodologies generally accepted in the relevant

scientific coillmunity at the time the study is initiated. Before starting to conduct any study that

will use a modified version of a published test guideline, the Company must submit written 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). Protocols must be submitted as a support

document for the PMN, using the procedures set out in 40 CFR 720.4fi. EPA will respond to the

Company within 4 weeks of receiving the written protocols. EPA review of a test protocol does

not mean pre-acceptance of test results.

(d) UnreaSonablq Risk,
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EPA may notify the Company in niriting that EPA finds that the data generated by a study

(including studies not performed or inforrnation not generated under this Consent Order) are

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

substance wilt or may present an unreasonable risk of injury to human health or the environment.

EPA's notice may specifu that the Company undertake certain actions concerning fuither testing,

manufacture, processing, distribution, use an#or disposal of the PMN substance to mitigate

exposures to or to better characterize the risks presented by the PMN substance. Within 2 weeks

from receipt of such a notice, the Company must cease all manufacture, processing, distribution,

use and disposal ofthe PMN substance, unless either:

(l) within 2 weeks from receipt of the EPA notice, the Company complies with

such,requirements as the notice specifies; or

(2) within 4 weeks from receipt of the EPA notice, the Company submits to EPA a

written report refuting EPA's finding and/or the appropriateness of any additional requirements

imposed by EPA. The Company may continue ta manufacture, process, distribute, use and dispose

of the PMN substance in accordance with the terms of this Order pending EPA's response to the

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

receiving the Company's report. Within 2 weeks of receipt of EPA's written response, the

Company must comply with any requirements imposed by EPA's response or cease all

manufacture, processing, distribution, use and disposal of the PMN substance,

(e) OJher Reqpirements. Regardless of the satisfaction of any other conditions in this Testing

section, the Comparly must continue to obey all the terms of this Consent Order until otherwise

notified in writing by EPA. The Company ffi&y, based upon submitted test data or other relevant
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information, petition EPA to modifu or revoke provisions of this Consent Order pursuant to Part

VI. of this Consent Order.

MANUFACTURING

(aXI ) Pfohibition. The Company must not cause, encourage? or suggest the manufacture (which

includes import) of the PMN suhstance by any other person.

(2) Sunset,EqllotryinelsNUR. Subparagraph (axl) wiII expire ?5 days after promulgation

of afinal significantnew use rule ("SNUR") governingthe PMN substance under section 5(aX2)

of TSCA unless the Company is notified on or before that day of an action in a Federal Court

seeking judicial review of the SNUR. If the Company is so notified, subparagraph (aXl) 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 SNUR affirmed.

(3) Notice of SNUR. When EPA promulgates a final SNUR for the PMN substance and

subparagraph (aXl) expires in accordance with subparagraph {aXZ}, the Company must notiff

each person whom it causes, srrcourages or sugge sts to manufacture the PMN substance of the

existence of the SNUR.

(b) The Company must not manufacture the PMN substance:

(l) In the United States and must only irnport the PMN substance in

(2) Such that the portion of

and
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USE

(a) The Company must not use the PMN substance:

(1) Other than as described in the PMN as

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

writing any pqrson to whom it distributes the PMN substance that, due to the issuance of this

Consent Order under section 5(e) of TSCA, the PMN substance is subject to the export notification

requirements of TSCA section lz(b) and 40 CFR Part 707 Subpart D. Such notice must contain, in

the form in which it appears in this Consent Order, the follou'ing infonnation: (l) the PMN

number, and (2) either (A) the specific chemical identity of the PMN substance, or (B) if the

specific chemical identity is confidential, the generis chemical identity.

(b) Distribution ReqUir-ef-npnts. Except for distribution

to distributors, dealers, resellers, customers or end users who will

conduct no further processing of the PMN substance, the Company is permitted to distribute the

PI\4N substance outside the Compmy, other than for disposal, only to a person who has agreed in

uriting prior to the date of distribution, to:

(l) Notify in writing any person to whom it distributes the PMN substance that, due to the

issuance ofthis Consent Order under section 5(e) of TSCA, the PMN substance is subject to the

export notification requirements of TSCA section t2(b) and 40 CPR Part 707 Subpart D. $uch

notice must contain, in the form in which it appears in this Consent Order, the following
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information: (l) the PMN nurnber, and (2) either (A) the specific chemical identity of the PMN

substance, or (B) if the specific chemical identity is confidential, the generic chemical identity.

(2) Comply rtith the same environmental release restrictions, if ffiy, required of the

Company in the Disposal and Release to Water sections af this Order.

(3) Not use the PMN substance other than as

(c) Recipient Non-Compliance. If, at any time after commencing distribution in commerce of the

PMN substanceo the Company obtains knowledge that a recipient of the substimce has failed ta

comply with any of the conditions specified in paragraph (b) of this Distribution section or, after

paragraph (b) expires in accordance with subparagraph (dX I ), has engaged in a significant new use

ofthe PMN substance (as defined in 40 CPRPart 721, SubpartE) without submitting a significant

new use notice to EPA, the Company must cease supplying the substance to that recipient, unless

the Company is able to document each of the following:

(l) That the Company has, within 5 working days, notified the recipient in writing that the

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

Distribution section, or has engaged in a significant new use of the PMN substance without

subrniuing a significant new use flotice to EPA.

(2) That, within 15 working days of notifying the recipient of the noncompliance, the

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

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

or is aware of the terms of the significant new use rule for the PMN substance and will not engage

in a significant Eew use without submitting a significant new use notice to EPA.
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(3) If, after receiving a statement of assurance from a recipient under subparagraph (cX2)

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

with any of the conditions specified in paragraph (b) of this Distribution section, or has engaged in

a significant new use of the PMN substance without submitting a significant new use notice to

EPA, the Company must cease supplying the PMN substance to that recipient, must notifu EPA of

the failure to cornply, and is permitted to resume supplying the PMN substance to that recipient

only upon raritten notification from the Agency.

(d) Sunset Following SNUR and Notification of SNUR.

(1) Paragraph (b) of this Distribution section will expire 75 days after promulgation of a final

SNUR for the PMN substance under section 5(aX2) of TSCA, unless the Company is notified on

or before that day of an action in a Federal Court seeking judicial review of the SNUR. If the

Company is so notified, paragraph (b) of 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 SNUR affirmed.

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

Distribution section expires in accordance with subparagraph (dxl ), the Cornpany must notify

each person to whom it distributes the PMN substance of the existence of the SNUR. Such

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

which are defined as significant new uses, and which would require significant new nse

notification to EPA for the PMN substance. Such notice must also reference the publication of the

SNUR for this PMN substance in either the Federal Register or the Code of Federal Regulations.
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BSIJEASE TO WATER

(a) This provision doesuut supersede or preempt any applicable federal, state, and local laws and

regulations. (Those other laws may be more stringent than the requirements below.) The

Company is prohibited from any predictable or purposeful release of the PMN substancs, or any

waste stream from manufacturing processing or use containing the PMN substance into the waters

of the United States.

I II. RE,qOS,p",H#,,,,,,,,,,,,,8Pr NG

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

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

section 11 of TSCA:

(l) Elemptions. Records documenting that the PMN substance did in fact qualify for any

one or rnore of the exemptions described in Section I, Paragraph (b) of this 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 substance

eligihte for the export only exemption in Section I, Paragraph (bxl) of this Order are exempt from

all the requirements in this Recordkeeping section, if the Company maintains, for 5 years from the

date of their creation, copies of the export label and export notice to EPA, required by TSCA

sections l2(aXIXB) and l2(b), respectively. Any amounts or batches of the PMN substance

eligible for the research and development exernption in Section [, Paragraph (bXZ) of this Order

are exempt from all the requirements in this Recordkeeping section, if the Company maintains, for

5 years frorn the date of their creation, the records required by 40 CFR 720.78(b). For any
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amounts or batches of the PMN substance claimed to be eligible for any other exemption descrihed

in Section I, Pa"ragraph (b) of this Order, the Company must keep records demonsffating

qualification for that exemption as well as the records specified in paragraphs (2) and (3) below,

but is exempt frorn the other recordkeeping requirements in this Recordkeeping section;

(2) Records documenting the manufacturs (which includes impart) volume of the PMN

substance and the corresponding dates of manufacture;

(3) Records documenting the names and addresses (including shipment destination address, if
different) of all processors outside the eite of rnanufacture (which includes import) to whom the

Company directly sells or transfers the PMN substances, the date of each sale or transfer, and the

quantity of the PMN substances sold or hansferred on such date;

(4) Records documenting tlre address of all sites of manufacture (which includes import),

processing, and use;

(5) Records docume,nting compliance with any applicable nranufacturing, processing, us€,

and distrihution restrictions in the Manufacturing, I.Jse, and DisEibution sections of this Order;

(6) Records documenting establishment aud implementation of procedur€s that ensure

compliance with any applicable wtter discharge limitation in the Release to Water section of this

Order;

(7) Copies of any Transfer Documents and nctices required by the Successor Liability

section of this Order, if applicable; and,

(8) The Company rnust keep a copy of this Order at each of its sites where the PMN

substance is manufactured (which includes import).
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(b) Applicability. The provisions of this Recordkeeping Section are applicable only to activities

of the Company and its Contract Manufacturer, if applicable, and not to activities of the

Cornpany's customers.

(c) OMB Control Number. Under the Paperwork Reduction Act and its regulations at 5 CFR Part

1320, particularly 5 CFR 1320.5&), the Company is not required to respond to this "collection of

information" unless this Order displays a currently valid control number from the Office of

Management and Budget ("OMB"), arrd EPA so informs the Company. The "collection of

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

OMB Control Number 2070-0tll2.

{y""Bs'puEsI$.Fps.PRElII{fi rECT,LO"I{.${ngB*lArIoH

(a) EPA's Request forlnfoffirption. Pursuantto section 1I of TSCA and 40 CFR 720.122, EPA

may occasionally conduct on-site compliance inspections of Company facilities and conveya*ces

associated with the PMN substance. To facilitate such inspections, EPA personnel may contact the

Company in advance to request information pertinent to the scheduling and conduct of such

inspections. Such requests may be written or oral. The types of information that EPA may request

include, but are not limited to, the following:

(1) Expected dates and times when the PMN suhstance will be in production within the

subsequent l2 months;

(2) Current workshift schedules for workers who are involved in activities associated with

the PMN substance and may reasonably be exposed to the PMN substance;
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(3) Current job titles or categories for workers who are involved in activities associated

with the PMN substance and may reasonably be exposed to the PMN substance;

(4) Existing exposure monitoring data for workers who are involved in activities

associated with the PMN substance and may reasonably be exposed to the PMN suhstance;

(5) Records required by the Recordkeeping section of this Order; and/or,

(6) Any other information reasonably related to determining compliance with this Order or

conducting an inspection for that purpose.

ft) Company's Response. 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 information is

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

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

to all of EPA's requests.

(c) Confidential Business Information. Any Confidential Business lnformation ("CBI") that the

Company submits to EPA pursuant to paragraph ft) will be protected in accordance with $14 of

TSCA and 40 CFR part 2. In order to make a confidentiality claim for information submiffed to

EPA, an authorized offrcial of the Company must certify that it is true and accurate that the

Company has:

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

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

available to the public under any other Federal law;
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(3) A reasonable basis to conclude that the disclosure of the inforrnation is likely to cause

substantial harm to the competitive position of the Company; and

(4) A reasonablebafis to telieve that the information is not readily discoverable through

reverse engineering,

CBI claims for chemical identity must be accompanied by a generic chemieal identity, which may

be that used for the PMN.

v. fiHs.q$fifio. R LIABTLTTY

(a) Scope. This section sets forth the procedures by whichthe Company's rights and obligations

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

substance, including the right to manufacture the PMI-I substance, to another person outside the

Company (the "Successor in Interest").

(b) Relation of Transfer Date to Notice.Srf Commencement {'}trOC'}.

(1) Before NOC. If the transfer from the Company to the Successor in [nterest is effective

before EPA receives a notice of commencement of manufacture or import ('t*lOC") for the PMN

substance from the Company pursuant to 40 CFR 72A.102, the Successor in Interest must submit a

new PMN to EPA and comply fully with Section s(aXlXB) of TSCA and 40 CFR part 720 before

commencing manufacture (which includes import) of the PMN substance.

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

after EPA receives a NOC, the Successor in Interest must comply with the terms of this

Order and will not be required to submit a new PMN to EPA,
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(c) Definitions. The following definitions apply to this Successor Liability section of the Order;

(l) --Successor in Interest" means a psrson outside the Company who has acquired the

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

rights and legal liabilities, through a transfer document signed by the Company, as transferorn and

the Successor in [nterest, as transferee. The term excludes persons who acquire less than the full

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

license to the patent cr manufacturing rights associated urith the PMN substanse. A Successor in

Interest must b* in*o*orated, Iicensed, or doing business in the United States in accordance with

40 CFR 720.22(a)(3) and 40 CFR 720.3{z).

(2) "Transfer Document" means the legal instrument(s) used to convey the interests in the

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

Successor in trnterest.

(d) Notices.

(l) Notice to Succes-S-or*i*n.ln.t,grest. On or before the effective date of the transfer, the

Company must provide to the Successor in Interest, by registered mail, a eopy of the Consent

Order and the "Notice of Transfer" document which is incorporated by reference as Attachment B

to this Order.

(2) Notice to EPA. Within l0 business days of the effective date of the transfer, the

Company must, by registered rnail, submit the fully executed Notice of ?ransfer document to EPA

at:

Postal Mail Address

U.S. Environmental Protection Agency
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New Chemicals Managemsrt Branch (7405M)

1200 Pennsylvania Avenue, N.W.

Washinglon, D.C,20460

Alternatively* thg dqppm,p$t rgay bg stlbmiued by.fpqper:

U.S. Environmental Protection Agency

New Chemicals Management Branch (7405M)

l20l Constitution Avenue, N.$f.

Washington, D.C. 20004

(3) Trflnsfer Dgcufnqnt. Copies of the Transfer Document must be maintained by the

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

manufactured. Copies of the Transfer Document must also be made available for inspection

pursuant to Section l1 of TSCA, must state the effective date of trarrsfer, and must contain

provisions which expressly transfer liability for the PMN substance under the terms of this Order

from the Company to the Successor in Interest.

(e) L:ab-dlty.

(1) The Company will be liable for compliance with the requirernents of this Order until

the effective date of the transfer described above.

(2) The Successor in Interest will be liable for compliance with the requirements of this

flrder effective as of the date of transfer.

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

enforcement action against the Company after the effective date af the transfer for actions taken, or
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omissions made, during the time in which the Company manufactured, processed, used, distributed

in commerce, or disposed of the PMN substance pursuant to the terms of this Consent Order.

YI. MOtrIFICATION ANP. BBVOqATION qF CONSENT ORDBR

The Company may petition EPA at any time, based upon new information on the human

health or environmental effects of, or human exposurs to or environmental release of, the PMN

substancs, b modiff or revoke substantive provisions of this Orde1 including, but not limited to,

testing requirements, workplace protections, disposal requirements, or discharge limits. The

exposrues and risks identified by EPA during its review of the PMN substance and the information

EPA determined to be necessary to evaluate those exposures and risks are described in the

preamble to this Order. However, in determining whether to amend or revoke the substantive

provisions of this Order, EPA will consider all relevant information available at the time the

Agency makes that determination, including, where appropriate, any reasssssment of the test data

or other information that supports the findings in this Order, an examination of new test data or

other information or analysis, and any other relevant information.

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

therein are flo longer necessary to protect against an unreasonable risk of injury to health or the

environment and will 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 environmental effects of the PMN substance.

In addition, the Company may petition EPA at any time to make other rnodifications to the

language of this Order. EPA r+'ill issue such amodification if EPA determines thatthe
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modification is useful, appropriate, and consistent with the structure and intent of this Order as

issued.

" ''YH.','

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

service of this Order no later than 45 days before the end of the appticable review period pursuant

to section 5(e)(1XB) of TSCA and to challenge the validity of this Order in any subsequent action.

Consenting to the entry of this Order, and agreeing to be bound by its terms, dc not canstitute an

adrnission by the Company as to the facts or conclusions underlying the Agency's detenninations

in this proceeding. This waiver does not affect any other rights that the Company may have under

TSCA.

{b) Effective Datg. This Consent Order shall be eft'ective uponthe expirationof the PMN review

period afterthe EPA's receiptof afully executed copy ofthe Consent Order. The EPA will notify

the Company of its receipt of the f.ully executed copy of the Consent Order.

tu
Maria J. Doa, Ph.D.,
Chemical Control Di*[*{on
Office of Pollution Prevention and Toxic.s



ATTACHMBNT A

DEFINITIONS

fNote: The attached Order may not contain some af the terms defined betow.J

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

"Chernical protective clothing" means items of clothing that provide a protective barrier to
prevent dermal contact vr.ith chemical substances of concern. Examples can include, but are not
limited to: full body protective clothing, boots, coveralls, gloves, jackets, and pants.

"Company'' means the person or persons subject to this Order.

"Commercial use" means the use of a chemical substance or any mixture containing the
chemical substance in a cornmercial enterprise providing saleable goods or a service to consumers
(e.g., a commercial dry cleaning establishment or painting contractor].

'tCommon name" mearls any designation or identification such as code flame, code number,
trade narre, brand nanle, or generic chemical name used to identi$ a chemical substimce other
than by its chemical name.

"Consumer" msans a private individual who uses a chemical substance or any product
containing the chemical substance in or around a pennanent or temporary household or residence,
during recreation, or for any personal use or enjoyment.

"Consumer product" means a chemical substance that is directly, or as part of a mixture,
sold or rnade available to consumers for their use in or around a pefinanent or temporary
household or residence, in or around a school, or in recreation.

"Container" means any bag, barrel, bottle, box, can, cylinder, drum, reaction vessel, storage

tank, or the like that contains a hazardous chemical. For purposes of this section, pipes or piping
systems, and engines, fuel tanks, or other operating systems in a vehicle, are not considered to be
containers.

'oContract Manufacturer" means a person, outside the CornFany, who is authorized to
manufacture (which includes import) the PMN substance under the conditions specified in Part II.
of this Consent Order and in the Consent Order for Contract Manufacturer.

"Identity" means any chemical or cofirmon name used to identify a chemical substance or a
mixture containing that .substance.
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"Immediate use." A chemical substance is for the "immediate use" of aperson if it is under
the control oi and used only by, the person who transferred it from a labeled container and will
only be used by that person within the work shift in which it is transferred from the labeled

container.

oolmpervious." Chemical protective clothing is "impervious'o to a chemical substancs if the
substance causes no chemical or me chanical degradation, permeation, or penetration of the
chemical protective clothing under the conditions of and the duration of exposure.

"lntermediate" means any chemical substance that is consurned, in whole or in part, in
chemical reactions used for the intentional manufacture of another chemical substance(s) or
mixture(s), or that is intentionally present for the purpose of altering the rates of such chemical
reactions:

"Manufacture" means to produce or manufacture in the United States or import into the
customs territory of the United States.

"Manufacturing stream" means all reasonably anticipated transfer, flow, or disposal of a
chemical substance, regardless of physical state or concentration, through all intended operations
of manufacture, including the cleaning of equipment.

"MSDS" means material safety data sheet, the written listing of data for the chemical
substance.

'NIOSH" means the National Institute for Occupational Safety and Health of the U.S.
Department of Ilealth and }Iuman Services.

"Non-enslosed process" fire€ms any equipment system (such as afl open-top reactor, storage
tank, or mixing vessel) in whish a chemical substance is manufactured, processed, or otherwise
used where significant direct contact of the bulk chemical substaace and the workplace air may
occur. 

+

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

"PfufN substanceo' means the chemical substance desmibed in the Premanufacture notice
submitted by the Company relevant to this Order.

"Personal protective equipment" means any chemical protective clothing or device placed

on the body to prevent contact with, and exposure to, an identified chemical sttbstance or
substances in the work area. Examples include, but are not limited to, chemical protective
clothing, aprons, hoods, chemical goggles, face splash shields, or equivalent eye protection, and

various types of respirators. Baruier crcams are not included in this definition.
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"Process stream" means all 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.

"scientifically invalid" means any significant departure from the EPA-reviewed protocol or
the Good Laboratory Practice Standards at 40 CFR Part792 without prior or subsequent Agency
review that prevents a reasoned evaluation of the health or environmental effects of the PMN
substance.

"Scientifically equivocal data" means data which although developed in apparent
conformity u,ith the Good Laboratory Practice Standards and EPA-reviewed protocols? are
inconclusive, internally inconsistent, or otherwise insufficient to permit a reasoned evaluation of
the potential risk of ir{ury to human health or the environment of the PMN substance.

"SDS'means safety data sheet, the written listing of data forthe chemical substance.

"sealed container" means a closed container that is physically and chemically suitable for
long-ternr containment of the PMN substance, and from which there will be no human exposure to,
nor environmental release of. the PMN substance during transport and storage.

"Site-limited intermediate'o means an intermediate manufactured, processed, and used only
within a site and not distributed in commerce other than as an impurity or for disposal. Imported
intermediates cannot be "site-limited."

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

*'Waters of the United States" has the meaning set forth in 40 CFR 122.2.

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

"Workplace" rneans an establishment at one geographic location containing one or more
rvork areas.



ATTACHMENT B

NOTICB OF'TRANSFER
OF

TOXIC SUBSTANCES CONTROL ACT
"Sf[rION 5(e] CONSENT ORDER

Company (Transferor) PMN Number

I. T_rnns-f_er of Manufacture Rights. Effective on
ottrerwise transfer to

the Company did sell or
("Successor in Interesf') the righ*

and liabilities associated with manufacture of the above-referenced chemical substance, which was
the subject of aprernanufacture notice ("PMN") and is governed by a Consent Order issued by the
U-S. Environmental Protection Agency ("EPA") under the authority of $5(e) of the Toxic
Substances Control Act ("TSCA," 15 U.S.C. $2604(e)).

2. Assumption of Liabilitv. The Successor in Interest hereby certifies that, as of the effective date
of transfer, all actions or omissions governed by the applicable Consent Order timiting
manufacture, processing, use, distribution in commerce and disposal of the PMN substance, will
be the responsibility of the Successor in Interest. Successor in Interest also certifies that it is
incorporated, licensed, or doing business in the United States in accordance with 40 CFR
720.22{aX3).

3. Coqf,=dg{Uid,F"-USingq+- Ip&rr.r}Sip* The Successor in Interest hereby:

_ rsasserts,

.-_** relinquishes, or

_ modifies

all Confidential Business Infonnation ("CBI") claims made by the Company? pursuant to Section
14 of TSCA and40 CFR pafiZ,forthe PMN substance(s). Where "reasserts" or*'relinquishes" is
indicated, that designation will be deemed to apply to all such claims. Where "modifies" is
indicated, such rnodification will he explained in detail in an attachment to this Notice of Transfer.
Information which has been previously disclosed to the public (e.9., a chemical identity that was
not claimed as CBI by the original submitter) would not subsequently be eligible for confidential
treatment under this Notice of Transfer.



In order to make a confidentiality claim for information submitted to EPA, an authorized official
of the Successor in Interest must certiff that it is true and accurate that the Successor in Interest
has:

(1) Taken reasoilable rneasures to protect the confidentiality of the information;

(2) Determined that the information is not required to be disclosed or otherwise made
available to the public under any other Federal law;

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

suhstantial harm to the competitive position of the Successor in Interest; and

(4) A reasonable basis to believe that the information is not readily discoverable through
reverse engineering.

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



Company {Transferor}

Signature of Authorized Official

Printed Name of Authorized Official

Title of Authorized Official

Successor in Interest

Signature of Authorized Official

Printed Name of Authorized Official

Title of Authorized Official

Address

City, State, Zip Code

-3-

NOTICE OF'TRANSFER OF
TOXIC SUBSTANCES CONTROL ACT

SBCTION 5(e) CONSENT ORDER

(continued)

PMN Number

Date

Date
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NOTICE OT TRANST'ER OF
TOXIC SUBSTANCES CCINTROL ACT

SECTION 5(e) CONSENT ORDER
(continusd)

Successorts Technical Cont*ct

City, State, Zip Code
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