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PREAMBLE

r. rNrRopucTloli

glderrhe authority of $ 5(e) of the'lloxic Substances Control Actf'TSCA") (15 U.S.C-

260a(e)), the Environmental Protection Agency ("EPA" or "the Agency") issues the attached

Order, regarding preffianufacture notice ("PMN") P-l6-0594 for the chemical substanc*I

('*the PMN substance") submitted by Company"), to take

effect upon expiration of the PMN review period. The Cornpany submitted the Ph/tht to EPA

pursuant to $ S(a)(lXB) of TSCA and 40 CF-R part720.

Under $ t5 of TSCA, it is unlawful for any psrson to fail or refuse to comply with any

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

Violators may be subiect to various penalties and to both criminal and civil liability pursuant to $

16, and to specific enforcement and seizure pursuant to $ 1?. In addition, chemical substances

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

notice requirement.

t I. su lvrMARY,, p"r TERM S, -+S,, HH,,[.{ O Bp"FH

This Consent Order requires the Company to suhmit to EPA certain toxicity testing, befbre any

mannfacture (rvhich includes import) of the PMN substance may commence.
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HI. $oNrENr$.p[H"[IIi

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

agrees that all information herein that is claimed as confidential by the Company is corrcctly
identified within brackets, that any information that is not hracketed 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 docurnent availahle for public viewing, EPA will remove only the information contained

within the brackets.

Chemical identity,impurities, synonyms, trade names, use, process description, exposure and

release information.

Chgrnical ldentity:

Specific:

Generic: Alkanone, substituted oxyalkyl substituted alkyl carbomonocycle] suhstituted

dialkyl alkylcarbomonocycle,

Usg

Specific:

Generic:

rv. sJA's AssEs$..ft4IrNT OF', EXPOSUBII.AND RISK

The follo*irrg is EPA's assessment regarding the probable human and environmental toxicity,

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

currently available ta the Agency.

n f,lairns 'llreanrble g*rd

with PMN:
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Human Health Effects Sur.nnla,ty;

Absorption is nil through the skin as the neat material and moderate all routes when in solution

based on physical/chemical properties- Based on EPA's revierv of this PMN substance, the Agency

has made the interim detennination for unreasonable risk to human health is based on Structure

Activity Relationship (SAR) analysis derived from test data on structurally similar substanc.es.

(See https:/ir.vrsw.epa.sov/tsc4-q-c.tp,pqins-tools). Based on this SAR analysis, EPA believes that the

pMN substance may cause blood, liver, and kidney toxicity, dermal sensitization, mutagenicity;

photosensitization and oncogenicity, For the use described in the PMN submission, EPA does not

expect significant inhalation or dermal exposures and does not expect significant drinking water

exposures.

E nviror-rmental, Effects Sum(nary:

EpA estimated the environmental hazard of the PMN substance using the Ecological Structure

Activity Relationships (ECOSAR) Predictive ModeM.l l (https:/iwww.epa.govltsca-screening-

tools/ecological-structure-activity-relationships-ecosar-predictive-model). Based on these

estimated hazard values from ECOSAR, EPA concludes that the PMN substanse has high

environmental hazard, based on acute and chronic concentrations of concern of t2 ppb and I ppb,

respectively. The PMN substance falls within the TSCA New Chemicals Category of aliphatic

amines. See ht

tsqdc-herq.iq,Al-qalqqq){tss:usEd,:rpvie,W-np-v{

n'tinl-tet.
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Exposure and Environmental Release Summarv:

M
Occupational risks to workers from inhalation exposure are low based on no significant exposures

expected. Occupational risks to warkers from dermal exposures are mitigated by the use of

chemically-impervious gloves.

Risk to General Puhlic:

General population drinking water risks were low based on no significant exposures expected.

Risk to Consumers:

No consumer uses were identified.

# Sites

Workers (#/site)

Exposure (dayslyear)

Dermal Exposure (rng/day)

Inhalation Exposure

(mg/day)

Surface Water

Concentration (ppb)

Days Exceeding Concern

Level
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v. qHs'q p"ETERrt[li4TIoN

The following findings coustitute the basis of this Consent Order, issued under $ 5(e) of

TSCA:

EpA is unable to determine rufuether the PMN substance will present an unrsasonable risk

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

human or environmental exposure to the PMN substance and that the PMN substance may cause

mutagenicity, oncogenicity and developmental toxicity. Therefore' pursuant to $$ s(aX3XBXiiXI)

and 5(e)(lXAXiiXI) of TSCA, EPA has determined that uncontrolled manufacture, processing,

distribution in cornmeroe, use, or disposal of the PfuII..i substance may present an unreasonahle risk

of injury to health and the environment and that the limitations imposed by this order are necsssary

to protect against such risk.

vI. In{FORMAT,IpN REAUIEFp rq,pvAJ-J+rE HUMAN H
A-Np EI{yIROI{h{BN,TSL ErFEqTfi

Ilp-front Tqsting. The Order prohibits the Company from any rnanufacture (which includes

import) of the pMN substance unless the Company submits the information described in the

"Iesting section of this Order in accordance with the conditions specified in the Testing section,

before any manufacture (which includes import) of the PMN substance may commence.

After the testilg specified in the T'esting section of the Order is completed aud submitted to

EpA, the results will be reviewed and analyzed by the Agency. If the testing indicates the

potential for chronic effects, EPA may request you to conduct further testing. If the test results

indicate that the PMN substance poses a risk of acute andlor chronic toxicity to aquatic organisms,

but that these risk may be controlled by the Company, the Agency rrrould rnodify the consent order



viii

to permit limited manufacture, processing, distrihution in commeroe, use, and disposal of the

substance subject to your agrsement to the identified controls. In addition, the Consent Order

would likely require your company to comply with the following provisions fttrote: the following

list is only a tentative list (i.e., not final list) of possible provisions:

(a) conduct and submit certain testing to EPA. This testing would be required tc be submitted

to EpA for review before a certain production volume or period of tirne (to be specified in

the Consent Order) is reached based on EPA's assessment of potential exposures and risks

associated with the intended, known or reasonably foreseen uses of the PMN. The required

testing would include:

r Bacterial Reverse Mutation Test/ Ames Assay (OPPTS Test Guideline 870-5100);

r 90-day oral toxicity in rodents (OECD Test Guideline 408);

. Skin Sensitization: Local Lymph Node Assay (OEQD Test Guideline 442h);

no manufacture of the PMN substafice domestically;

no manufactrue, processing, or use of the PMN substance without the use of dermal

protection, where there is a potential for dermal exposure;

development and implementation af a hazard communication plan; and'

maintain relevant records.

(b)

(c)

{d)

(e)
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UNITES STATES ENVIRffNIvIENTAL PROTECTICIN ^AGENCY

IVA$HINGTON, D"C. 20460

CONSENT ORT}BR

r. $-C-QPE OF APPLICABITTTY AND II,HI{IYII}TIONS

(a) Scone. The requirements of this Order apply to all cotnmercial manufacturing, processing,

distribution in commercs, use and disposal of the chemical substance

(P- I6-05 94)("rhe

PMN substance") in the United States by 'the ComFoily"), except

to the extent that those activities are exempted by paragraph (b).

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

pMN substance is exempt from the requirements of this Order (except the requirements in the

Itecordkeeping and Successor Liability Upon'l'ranstbr Ut Uonsent Order sections) only to thc

extent that (1) these activities are conducted in full cornpliance with atl applicable requirements of

the 1bllowing exemptions, and (2) such compliance is documented by appropriate recordkeeping as

required in the Recordkeeping section of this Order.

(1) EXpgrt. l'he requirements of this Order do not apply to manufacture, processing or

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

$$12(a) and 12(b),40 CIrR ?20.3(s) and 40 CFR part 707.

{2) Bgsearch & DevglEtfrlent {"R&D"). The requiren:ents of this Order do not apply to

lrrternet Addl*ss iURLi r htlpr/Iwww,epa,gov
RecycledlRecyclabte r Frinied.+ii$ VegBt{*ble Oil Based lftks on .t00% P<rstcotl$umer, Frocess Chlorine Free flecyile(i PBlier
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manufacturing, processing, distribution in commerce, use and disposal of the PMN substance in

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

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

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

solely for non-commercial research and developrnent per TSCA $5(i) and 40 CFR 720-30(i).

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

it is produced, without separate cofirmercial intent, only as a'obyproduct" as defined at 40 CFR

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

{4) No S_eparate Commercial Purp-ose. The requirements of this Order do not apply to the

PMN substance when it is manufactured, pursuant to any of the exemptions in 40 CFR 720.30(h),

with no cogrmercial puryose separate from the substance, mixture, or article of which it is apart.

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

when it is imported as part of an "article" as defined at 40 CFR ?20.3(c) and in compliance with 40

cFR 720.22{bX1).

(c) Autogratic Sunpqt. If the Companyhas obtained forthe PMN substance aTest Market

Exemption ("TME") under TSCA $5(hX1) and 40 CFR 720.38 or a Low Volume Exemption

("LVE') or Low Release and Exposure Exemption ("LoREX') under TSCA $5(hX4) and 40 CFR

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

of the effective date of this Consent Order.
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IL TERMfr pF MAJTTJFACTIJBEi TRpCESSING'
DJ s"T RJB p T I SR{ I f{. g QMMERCE, u$.S", 

"+ N I} ilI $ r O $AL
pENDrli.G SUBMISSION AND EVAITUATTQN

OF INFQBMATIQI$

f.lRS.f.IIEIrIo,Xy

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 cornmercial purpose, pending the development of information necessary

far 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'

,rE$rINg

(a) Section 8(el Repo{ing. Reports of inforrnation an 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

substance is subject to this Consent Order. Additionat information regarding section 8(e) reporting

requirenrents can be found at www. epa. gov/opptit s c a8 e .

(b) Notice of Studv gchgduline. The Cornpany must notiff, in writing, the EPA Monitoring

Assistance and Media Programs Division, Office of Enforcement and Cornpliance Assurance

(OECA), U.S. Envhonmental Protection Agency,of the follawing information within 10 days of
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scheduling any study required to be performed pursuant to this Order, or within 15 days after the

effective date of this Order, whichever is later:

(l) The date when the study is scheduled to commence;

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

(3) The ilame and telephone number of a person at the Company or the laboratory whom

EPA may contact regarding the study; and,

(a) The appropriate PMN identification number for each substance and a statement that the

substance is subject to this Consent Order.

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)
Office of Enforcement and Compliance Assurance
1200 Pennsylvania Avenue, N.$/.
\ffashington, DC 20460

Couriffi,P"eliyery A
U.S. Environmental Protection Agency
GLP Section Chief - Pesticides, Water and Tcxics Branch
Monitoring Assistance and Media Programs Division (22274)
Office of Enforcement and Compliance Assurance
Room 71178
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 720.40.

(c) Good Laboratory Practi_ce Standqf-dsJqld Test Proto-cols- Each study performed to address the

risks identified in this Order must be conducted according to TSCA Good Labarateiry Practice
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Standards at 40 CFR Part 792 and using rnethodotogies generally accepted in the relevant

scientific community at the tirne the study is initiated. Before starting to conduct any study that

will use a modified versiulofrpublished 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 submiued as a support

documenr for the Pfu{N, using the procedures set out in 40 CFR 720.4fr. EPA wilt respond to the

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

not mean pre-acceptance of test results.

(d) Up-front TeEting Requirements. The Cornpany is prohibited frorn manufacturing (which

includes importing) the PMN substance until the Cornpany conduc,ts the following studies on the

pMN substance, submits all final reports and underlying data in accordance with the conditions

specified in this Testing section, EPA reviews the reports and data, and the terms of this Consent

Order are renegotiated under the Modification and Revocation of Consent Order sectian'

Test Gsid,Eline

ocsPP 8s0.1300
ocsPP 850. 1400

ocsPP 850.4500

(e) Test Repofts. The Companymust: (1) concluct each study in good faith, with due care, and in

a scientifically valid manner; (2) promptly furnish to EPA the results of any interim phase of each

study, if requested by EPA; and (3) submit the final report ol'each study (with an additional

sapitized copy, if confidential business information is involved) and all underlying data ("the

report and data") to EPA. The final report and data must be submitted as a support document for

Study

Daphnid chronic toxicity test.

Fish early-life stage toxicity test.

Algal toxicity Test
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the PMN, usingtheprocedures set out in 40 CFR 720.40. The final report mustcontain the

contents specified in 40 CFR 792. 1 85. Underlying data must be submitted to EPA in accordance

with the applicable "Reportiflgo" "Data and Reporting," and "Test Report" subparagraphs in the

applicable test guidelines. However, for purposes of this Consent Order, the word "should" in

those subparagraphs will be interpreted to mean "must" to make clear that performing the

applicable procedures and submitting the applicable information are mandatory. EPA will require

the submission of raw data such as slides and laboratory notebooks onlS' if EPA finds, on the basis

of professional judgment, that an adequate evaluation of the study cannot take place in the absence

of these items.

(f) Testins Waivers. The Company is not required to conduct a study specified in paragtaph (d) of

this Testing section if notified in writing by EPA that it is unnecessary to conduct that study.

(g) Other Requirements. Regardless of the satisfaction of any other conditions in this Testing

section, the Compafiy rnust continue to obey all the terms of this Consent Order until otherrrrise

notified in uniting by EPA. The Company may, based upon submitted test data ar other relevant

information, petition EPA to modify or revoke provisions of this Consent Order pursuant to Part

Vl. of this Consent Order.

III. RECORDKEFTI-I-{S

(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 aceordance with

section ll ofTSCA:
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(l) Exem$tions. Records documenting that the PMN substance did in fact qualify for any

one or more of the exemptions described in Section I, Paragraph (b) of this Order. Such reeords

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

exemption being clairned by the Cornpany. Any arnounts or batches of the PMN suhstance

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

all the requirernents 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 1z(a)(l)(B) and 12(b), respectively. Any amounts arbatches of the PMN substance

eligible for the research and development exemption in Section I, Paragraph (bXz) 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, the records required by 40 CFR 720.78(b). For any

amounts or batches of the PMN substance claimed to be eligible for any other exemption described

in Section I, Paragraph (b) of this Order, the Compary 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

substance and the coresponding dates of manufacture;

(3) Records documenting the names and addresses (including shiprnent destination

address, if different) of all persons outside the site of manufacture (which includes import) to

whom the Company directly sells or transfers the PMN substance, the date of each sale or transfer,

and the quantity of the substance sold or transferred on such date.
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(b) OMB-Qontrol Number. Under the Paperwork Reduction Act and its regulations at 5 CFR Part

1320, particularly 5 CFR 1320.5(b), 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"), and EPA so informs the Company. The'ocollection of

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

OMB Control Number 2070-0012.

v,

(a) Scqpe. This section sets forth the procedures by which the 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 FMN substance, to another person outside the

Company (the "Succe$sor in Interest").

(b) Definitions. The following definitions apply to this Successor Liability section of the Order:

(1) "successor in Interest" means a person 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 docurnent signed by the CompanY, &g transferor, and

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

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

license to the patent or manufacturing rights associated with the PMN substance. A Successor in

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

40 CFR 720.22{aX3) and 40 CFR 720.3(z).
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(2) "Transfer Doeument" 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 Interest.

{c) Notices.

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

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

Order and the "Notice of Transfer" docurnent which is incarporated by referenee as Attachment B

to this Order.

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

Cornpany must, by registered mai[, submit the fully executed Notice of Transfer document to EPA

atr

Postal*M"Eil Address"

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

1200 Pennsylvania Avenue, N.W.
Washington, D.C. 2446fi

Altemativ.elv. the docurnent mav be submitted by courier:
U.S. Environmental Protection Agency
New Chemicals Management Branch (7405M)
1201 Constitution Avenue, N.W
Washington, D.C. 20004

(3) Transfer Docume$J. Copies of the Transfer Document must be maintained by the

Successor in Interest at its principal place of business. Copies of the Transfer Document must also

be made available for inspection pursuant to Section I I of TSCA, must state the effective date of
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transfer, and must contain provisions which expressly transfer liability for the PMN substance

under the tenns of this Order from the Company to the Successor in Interest.

(d) Liability.

(1) The Company will be liable for compliance with the requirements of this Order Bffiil

the effective date of the transfer described above.

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

Order effeetive as af the date of transfer.

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

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

omissions made, before the effective date of the transfer.
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vr. MoprElQArrojr ANp"sEvfrc4rlpl$ p-H OtrSHili,T ARDEB

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

health or environmental effects of or human exposure to or environmental release of the PMN

substance, to modify or revoke substantive provisions of this Order, including, but not limited to,

testing requfuements, worfuplace protections, disposat requirements, or discharge limits. The

i:xposures and risks identified by EFA 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 availahle at the time the

Agency makes that deterrnination, including, whers appropriate, any reassessment 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 deterrnines that the activities described

therein are ns longer necessary to protect against an unreasonable risk of inj.uy to health or the

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

environrnental release in the absence of data sufficient to perrnit 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 will issue such a modifisation if EPA determines that the

modification is useful, appropriate, and consistent with the structure and intenl of this Order as

issued.
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vlr. EFfficI 0F coN$4rTT plrpER

Waiyer. 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 thc end of the applicable review period pursuant to

section 5(eX1XB) 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, do not constitute an

admission by the Company as to the facts or conclusions underlying the Agency's determinations

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

TSCA.

Chemical Control Division
Off,rce of Pollution Prevention and Toxics



ATTACHMENT A

DEFINITTONS

fNote: The attached Order mily not contain some of the terms defined below.J

"Chemical name" means the scientific designation of a chernical substance in accordance
with the nomenclature systern developed by the Chemical Abstracts Service's rules of
nornenclature, or a narne r+'hich will c,learly identify a chemical substance for the purpose of
conducting a hazard evaluation.

"Chemical protective clothing" meilts items of clothing that provide a protective barrier to
prevent dermal contact with 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" msans the use of a chemical substance or any mixture containing the
chemical substance in a commercial enterprise providing saleable goods or a service to consumers
(e,g., a commercial dry cleaning establishment or painting contractor).

"Common narne" means any designation or identification such as code name, code number,

trade narne, brand name, or generic chemical name used to identify a chemical substance other
than by its chemical name.

*Consumer" means a private individual who uses a chemical substance or any product

containing the chemical substance in or around a permanent 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 made available to consumers for their use in or around a permanent or temporary
household or residence, in or around a school, or in recreation.

"Container" means any bug, barel, 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
systerns, and engines, fuel tanks, or other operating systems in a vehicle, are not considered to be

containers.

'oContract Manufacturer" means a person, outside the Compffiy, who is authorized to
manufacture (which includes impoffi) 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 chenrical or common name used to identify a chemical substance or a
mixture containing that substance.
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"Immediate use." A chemical substancs is for the *'immediate use" of a person if it is under

the control of, and used only by, the person who transferred it from a labeled contaiuer and will
only be used by that person within the work shift in which it is transferred from the labeled
container

'*Impervious." Chemical protective clothing is "impervious" 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.

"Manufacture" means tc produce or rnanufacture in the United States or import into the
customs territory of the United States.

"Manufacturing strearn" 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" mean$ material safety data sheet, the written listing of data for the chemical

substance.

'-NIOSH" means the National Institute for Occupational Safety and llealth of the U.S.

Department of Health and Human Services.

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

ta$Iq or mixing vessel) in which a chemical substance is manufactured, processed, or otherwise
used where significant direct contact of the bulk chemical substance and the u'orkplace air may
occur.

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

"Pfufi$ substance" means the chemical suhstance described 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 substance or
substances in the work area. Examples include, but are not limited to, chemicat protective
clothing' aprons, hoods, chemical goggles, face splash shields, or equivalent eye protection, and

various types of respirators. Barrier crearns are not included in this definition.

"Process stream" means all reasonably anticipated transfer, flow, or disposal of a chemical
substance, regardless of physical state or concentration, th,rough all intended operations of
processing, including the cleanirrg of equipment.

"scientifically invalid" means any significant departure from the EPfureviewed protocol or
the Good Laboratory Practice Standa:'ds at 40 CFR Part792 r+'ithoutprior or subsequent Agenc.y
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review that prevents a reasoned evaluation of the health or environmental effects of the PMN

substance.

"scientifically equivocal data" meafls data which, although developed in apparent

conformity with the GootlLritoratory Practice Standards and EPA-reviewed protocols, are

inconclusive, internally inconsistent, or otherwise insufficient to perrnit a reasoned evaluation of
the potential risk of injury to human health or the environment of the PMN substance.

({SI)S" 
means safety data sheet, the written listing of data for the chemical substance.

"sealed container" means a closed container that is physically and chemically suitahle for
Iong-ternr containment of the PMN substance, and from which there will be no human exposure to,

nor environmental release of ttre PMN substance during transport and storage.

o'l;se sfream" means all reasonably anticipated transfer, flow, or disposal of achemical

substance, regardless of physical state or concentration, through all intended operations of
industrial, commercial, or consumer use.

'oWaters of the United States" has the meaning set forth in 40 CFR t2?.2'

"Work area" means a room or defined space in a workplace where the PMN substance is

manufactured, processed, or used and where employees are present.

"Workpl ace" means an establishrnent at one geographic location containing one or more

work areas.
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ATTACHMBNT B

NOTICE OF TRANSF'ER
OF

TOXIC SUBSTANCBS CONTROL ACT
SECTION 5(e) CONSBNT ORDER

Company (Transferor) PMN Number

I. Transfer of Manufacture Right$. Effective on , the Company did sell or
otherwise transfer to __**=_* , -, f'Successor in Interest") the rights
and liabilities associated with manufacture bf the above*referenced chemical substaflce, which was

the subject of a premarufacture notice ("PMN") *d is governed by a Consent Order issued by the
U.S. Environrnental Protection Agency ("EPA") under the authority of $5(e) of the Toxic
Substances Control Act ("TSCA," 15 U.S.C. $2604(e)),

2. As.s:r-nption of Liabilitv. The Successor in Interest hereby certifies that, as of the effective date
of transfer, all actions or omissions govemed by the applicable Consent Order limiting
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, Iicensed, or doing husiness in the United States in accordance with 40 CFR
720.22(aX3).

3. Confidenti4l,Business lnforruation. The Successor in Interest hereby:

reasserts,

_ relinquishes, or

._.----* 
modifies

alt Confidential Business Information ("CBI")'claims made by the Company, pursuant to Section
14 of TSCA and 40 CFR partz, for the PMN substance(s). Where "reasserts" or "relinquishes" is
indieated, that designation will be deemed to apply to all such claims. Where "rnodifies" is
indicated, such modification will be explained in detail in an attachment to this Notice of Transfer.
Information which has been previously disclosed to the public (e.g., a chemical identity that was

not claimed as CBI by the origirral submitter) would not subsequently be eligible for confidential
treatrnent under this Notice of Transfer.
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In order to make a confidentiality claim for information submitted to EPR, 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 infonnatiou 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 tikeiy to cause

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

{4} A reasonable basis to believe that the information is not readily discoverable tluough
rever$e engineering.

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

be that used for the PMN.



Company (Trnnsferor)

Signature of Authorized Official

Printed Name of Authorized Official

Title of Authorized Offrcial

Successor in lnterest

Signature of Authorized Official

Printed Name of Authorized Official

Title of Authorized Official

Address

City, State, Zip Code

111

NOTICE OF TRANSFER OF
TOXIC SUBSTANCES CONTROL ACT

SECTION 5(e) CONSENT ORDER

(continued)

PMN Number

Date

Date



iv

NOTICE OF TRANSFER OF
TOXIC SUBSTANCES CONTROL ACT

SECTION s(e) CONSENT ORIIER
(continued)

Successor's Technical Contact

City, State, Zip Code




