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CHEMICAL INFORMATION SUBMISSION SYSTEM

| TSCA Risk Evaluation Rule -

(13

The Toxic Substances Control Act as amended by the Frank R. Lautenberg Chemical Safety for the 21st Century Act (TSCA)
requires EPA conduct risk evaluations on existing chemicals to determine if the chemical presents an unreasonable risk to
health or the environment, under the conditions of use. While EPA ultimately determines which chemicals undergo evaluation,
TSCA does allow manufacturers, of a given chemical or category of chemicals, to request EPA conduct a risk evaluation on the
chemical or category. Requests for an EPA-conducted risk evaluation will be considered following the completion of this CDX
form,

EPA risk evaluations are required to be conducted on chemicals under their conditions of use, so the requesting manufacturer
(s) must request the condition(s) of use for which the risk evaluation be conducted, with the understanding that EPA may
determine other uses are necessary to consider in the fisk evaluation. Conditions of use, s defined by TSCA, are the
circumstances "under which a chemical substance is intended, known, or reasonably foreseen to be manufactured, processed,
distributed in commerce, used or disposed of "

The requester must provide a list of all the necessary existing information that is relevant to whether the chemical substance.
under the condition(s) of use identified the manufacturer(s), presents an unreasonable risk of injury to health or the
environment, that will allow the Agency to complete the risk evaluation. The list must be accompanied by an explanation as to
why such information s adequate to permit EPA to complete  risk evaluation addressing the circumstances identified by the
manufacturer(s). The request does not need to Iinclude coples of the information; citations are sufficient, If the information is
publicly available. The request must include or reference all the information on the health and environmental hazard(s). human
and environmental exposure(s), and exposed population(s) relevant to the conditions of use identified in the request. At a
minimum, this must include all the following as relevant to the circumstances identified:

The chemical substance's hazard and exposure potential;

The chemical substance's persistence and bioaccumulation;

Potentially exposed or susceptible subpopulations which the manufacturer(s) believes s relevant to the EPA risk
evaluation;

Whether there is any storage of the chemical substance near significant sources of drinking water, including the storage
facilty location and the nearby drinking water source(s),
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+ Tne chemical substance's nazaro and exposure potental

+ The chemical substance's persstence and bioaccumuiation;

+ Potentiall exposed or susceptible subpopulations Which the manufacturer(s) beleves s relevan fo he EPA fisk
evaluaton

+ Whether there s any storage of the chemical substance near signficant sources of dinking water, including the storage
facilty location and the nearby drinking water source(s)

+ The chemical substance's production volume or signiicant changes in production volume; and.

« Any other information relevant 0 the potenta isk of the chemical substance undef the circumsiances Kienified n the
request

The request must ncluge a commitment to rovide fo EPA any eferenced information upon request. The request may aiso
include any information that wil inorm EPA's Getermination ato whether restictions imposed by one or more States have the
potential o have a signficant impact o inerstate commerce of heath o the environment and tha 25 a consequence, he.
fequest s entled to be preferentaly considered for a fisk evaluation

Paperwork Reduction Act Notice

Request for Risk Evaluation: Responses to tis colction of nformaton are voluntary but must comply wih EPA'S procedural
equrements n order o be eliivle for EPA consideration (40 CFR 702). This collection of nformation is approved by OMB.
under the Papenwork Reduction Act, 44 U S C. 3501 et seq, (OMB Control No. 2070-0202, EPA ICR No. 2555, The annual
pubic reporting and recorckeeping burden for tis colction ofinformation s estmated to average 56 hours per fesparse.

TSCA User Fes Payment: Responses (o ths collection of information are mandatory (40 CFR 700 45). This colection of
Information s approved by OMB under the Paperork Reduction Act 44 U.S C. 3501 et seq. (OMB Control No. 2070.0206
EPAICR No. 2563). The annual public reporing and recordkeeping burden fo tis coliecton of inormation s estmated to
range betueen 5 and 10 minutes per response.

Burden s defined in 5 CFR 1320.3(0). An agency may ot conduct or Sponsar, and a persan s not required 1o, respond to
callection ofiformation unless I displays a currenty vaby OMS control number. You may send comments regarding the EPA'S
eed forthis information, the accuracy of the provided burden estimates, and any Suggested methods for minimizing
espondent burden, including through the use of automated colkection techniques to he Director, Colection Strategies Divsio.
US. Environmenal Protection Agency (2822T), 1200 Pennsyvania Ave., NW, Washingion, D.C. 20460, Please nclude the.
‘OMB Conrol No. in any correspondence. Send only comments to ths adaress.
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User Management fepe
 Premanufacture Notice (Primary PMN-20181009-17:53:01 EDT) > Fees Certification o
FEES CERTIFICATION

Primary PMN-20181009-17:53:01

Fleercm F::m“ Please select the Fees Certification statement that applies. Note that the Fees Certiication selections below
e Cotton can not be modified using the submission amendment process.
(Elagent nfomaton Fees Certification
{ Technical Contact Information
{=|Additional Submission Select the following Fees Certification statement that applies:

Informaton @©  The Company named in Part |, Section A will remit the fee of $4,700.00 as specified in 40 CFR

S Chemicals 700.45(c).
i Add Consoldated ©  The Company named in Part |, Section A s a "small business concern" as defined under 40
Chemical ‘CFR 700.43 and will remit the fee of $940.00 as specified in 40 CFR 700.45(c)

E1_Site Information

Sie nformation
B *The criteria for a "smail business concern” has been changed in the final fees rule. View the updated definition of a small

= Stes Conoteay busnessconcem. A PDF verson of e s i avaliaie s s e GovsiesoroselonMIos 2015

Others
02/documents2018-08-27 prepubeopy tsca-fees-finalrule.paf.
/(.| Submitter Controlled

o Previous Next

[2Add Operation
[=Jostonst Poluton Prevenion
= addtonal Atachments
= latachiment Summary
~optons! Cover Letr
"~ Submiting Offial Information

Validate ubmit

CDX Homepage | MyCDX Homepage | EPAHomepage | Termsand Condions | Privacy Notice | CDX Helpdesk: (338) 390-1995




image7.PNG
4. Logged in as: Paige Urbano, Primary Authorized Official

User Management Resources Log Out
:r_emal}:ll’gcn_lr% ré?':iz_:el « Premanufacture Notice (Test 08/20) > User Fees Certification
rimany Ruthonzed Oe USER FEES CERTIFICATION (2)
Test 08/20
‘General Form Information -

Please select the user fee certification statement that applies. Note that the user fees certification selections

AR EEITETD below can not be modified using the submission amendment process.

/Agent Information

Technical Contact Information User Fees Certification
Addtional Submission
Information Select the following user fee certification statement that applies:
=1 /chemicals My company is a small business concem with average annual sales of less than $91 million
& Add Consolidated over the three years preceding the submission of the Section 5 notice, when combined with
Chemical those of the parent company (if any). A $940.00 fee must be remitted with the submission.
=1 site Information My company has average annual sales of $91 million or greater over the three years preceding

the submission of the Section 5 notice, when combined with those of the parent company (if
any). A $4,700.00 fee must be remitted with the submission.

Site Information

‘Sites Controlled By

Others My joint submission includes a company that meets the definition of a small business concern,
£ Submitter Controlled and a company which does not meet the definition of a small business concern, as defined
Operations. above. A $4,700.00 fee must be remitted with the joint submission. The remaining balance due
B3Add Operation for this joint submission is to be paid by the joint submitter(s).

=) My company is submitting a sustainable futures TME. My company has graduated from EPA's
Sustainable Futures program and is therefore exempt from fees for this sustainable futures
TME

(= Operations Controlled by
Others

[7Add Operation

‘Optional Pollution Prevention Previous Next
Addtional Attachments.

Attachment Summary

Ortional Cover | otiar 4

Validate Preview

CDX Homepage | MyCDXHomepage | EPAHomepage | Termsand Conditions | Privacy Notice | CDX Helpdesk: (388)890-1995
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HOME  USER MANAGEMENT

TSCA Risk Evaluation RER-2018101 00:00

Step 1 Step 2 Step3

Contact Chemical Substance or Category Document Upload g Official Information

Fees Certification

As required by 40 CFR 700.45, fees are applicable to any person who manufactures (including imports) a chemical substance that s the subject of a risk evaluation under TSCA section 6(b).

Fees Certification

Select the following Fees Certification statement that applies. This selection cannot be modified after initial submission.
O My company is a "small business concern" as defined under 40 CFR 700.43.

O My company is not a "small business concern” as defined under 40 CFR 700.43.

*The crieria for a "small business concern” has been changed in the final fees rule.
A PDF version of the final fees rule s available at hitp juction

Save Validate Preview ‘Submit Raise a Bug CDX Links « CDX Helpdesk: (888) 890-1995
‘«H)OA.
. S R 200PM . - 200PM
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CHEMICAL INFORMATION SUBMISSION SYSTEM

TSCA Section 5 Notices and Suppors - ePMN -

oK.

Section 5 0f TSCA EPA's New Chemicals Program, helps manage the potential sk to human heakh and the environment ffom
chemicals prior to enty o the marketpiace. Ayone Wh pians to manufacture of IMport @ new chemical substance (L. e not
fsted on the TSCA inventory)for 2 non-exempt commercial purpose is required by Secton 5 of TSCA to provide EPA wih
nolice before intiating he actv. A Premanufacture Notic, or PMN, must be subitted at east 90 days prior o the
manutacture or import of the chemical. Additonal notice ypes which use the PHN 1o are isted o refect dierent
circumstances under which a chemical may be manufactured of mported such as Signficant New Use Notces (SNUN), Low
Volume Exemptions (LVE), est Market Exemplion Appliations (TEA), and Low Volume and Low Release Exermplons.
(LOREX) Biotechnology noice forms vl be used 1 Submt Microbial Commercial Activ Notices (MCAN), TSCA Expermental
Release Applications (TERA), Tier 1 Exemptions, Tir 2 Exemptons, and Biotechnology Test Market Exemption Applications
(Blotechnology TMEA).For a PMN or MCAN, the manufacturing of importing company must also not EPA via a Notice of
‘Commencement wihin 30 days afte the start o the frst manufacture or import of the chemicalfor non-exempt commercial
purposes. To determine if  substance Is on the TSCA inventory, and therefore excluded fiom the requirement to provde
premanutacturing notfication, a submiter may submi a Bona Fide Intentfo Manufacture nofice (Bona Fide Notke?), For
questions regaraing TSCA Section 5 Notices, a pe-submission nqury can be submied.

Paperwork Reduction Act Notice

Section § Notices: Responses fo s coliecton of inormation are mandatory (40 CFR 721). These collecions ofinformation
are approved by OMB under the Papenvork Reducton Act 44 U.S.C. 3501 et seq. (OMB Conlrol No. 2070-0012 and EPAICR
No. 0574 for new chemical submissions under TSCA section 5, and OMB Contrl No. 2070.0036 and EPA ICR No. 1188 for
existig chemical sgnificant new use notces). The annual publc eporting and recordkeeping burden for this coliection of
Information i estimated to average 92 hours per response for PN, SNUNS, and LVE and LOREX applications. The pubii
reporing and recorckeeping burden for MICAN appicaton s estimated o average 220 hours per response. The public
reporing and recorckeeping burden for NOC subimissions s estimated o average 0.8 hours per fesponse

TSCA User Fee Payment: Responses {0 this colection of nformation are mandatory (40 CFR 700 45). This coliection of
Information i approved by OMB under the Paperwork Reduction Act, 44 U S.C. 3501 et seq. (OMS Control No. 2070-0206;
EPAICR No. 2565). The annual pubi reportng and recordikeeping burden {or this collecton of informaton s estimated to
range between 5 and 10 minutes per fesponse.
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notice before ntiatng the actty. A Premanufacture Notice, or PN, must be submited at least 50 days prior 1 the
manutacture or importof the chemical. Addtonal noice types which use the PN form are isted o reflect dferent
circumstances under which a chemical may be manufactured or mparted such as Significant New Use Notces (SNUN), Low
Volume Exemptions (LVE), Test Market Exemption Applications (TMEA), and Low Volume and Low Release Exemptons.

(LOREX). Biotechnology notice forms will be used to submit icrobial Commercial Activy Notces (MCAN), TSCA Experimental
Release Applcations (TERA) Ter 1 Exempions, Tier 2 Exemplions, and Biotechnology Test Market Exemplion Applications.
(Biotechnology TMEA). For a PMN or MCAN, the manufacturing of importing company must also notf EPA via 2 Notce of
‘Commencement wihin 30 days afie the star of the first manufaciure of Import o the chemical or non-exempt commercal
purposes. To determine Ifa substance s on the TSCA inventory, and therefore excluded fiom the fequirement o provide
premanufacturing notfication, a submiter may submit  Bona Fide Infentto Manufacture notie (‘Bona Fie Nolice”). For
questions regaring TSCA Section 5 Nolkces, 2 pre-submission inqukty can be submifed

Paperwork Reduction Act Notice

‘Section § Notices: Responses o tis collection of nformatin are mandatary (40 CFR 721). These collectons of information
are approved by OMB under the Papenvork Reduction ACt, 44 U S.C. 3501 et seq. (OMB Control No. 2070.0012 and EPA ICR
No. 0574 for new chemical submissions under TSCA section 5, 2nd OMB Control No. 2070.0036 and EPA ICR No. 1188 for
exsting chemical sgnificant new use nolices). The annual pubic feporting and recorokeeping burden for tis collecton of
information is estmated to average 92 hours per response for PAINS, SNUNS, and LVE and LOREX appiiations. The publi.
eporiing and recorakeeping burden for MCAN 3ppIcaion i estimated 0 average 290 hours pef response. The public
eporiing and recorkeeping burden for NOC SUBMISsions s estimated o average 0.8 Nours per response.

TSCA User Fee Payment: Responses to his coliecton of information are mandalory (40 CFR 700.45). This collecton of
information s approved by OB under the Papenvork Reduction ACt, 44 U.S.C. 3501 et seq, (OMB Control No. 2070-0208
EPAICR No. 2563) The annual publc reporting and fecorckeeping burden for this collcton of information s estmated to
range betveen § and 10 minutes per response.

Burden s defined in § CFR 1320.3(b). An agency may not conduct or Sponsor, and a person s ot equired 10, fespond 10
cotlction of Iformation unless  dispiays a curently vakd OME contol number, You may send comments regarding the EPA'S
eed for thisinformation, the accuracy of the proviced burden estmates, and any Suggested methods for minimizing
espondent burden, Incluging through the use of automated collection techniques 1o the Diretor, Colecton Strategies Division
US. Environmental Protection Agency (25221), 1200 Pennsylvania Ave., NW, Washinglon, D.C. 20460, Please nclude the-
‘OMB Conitol No.In any correspondence. Send only comments o tis address




