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HIGHLIGHTS OF THE NEW CHEMICALS PROGRAM Q&A

Interested parties have asked many questions of the New Chemicals Program over the years.

While responsve to the specific individuals asking the questions, EPA recognizes that it would be ussful

to abroader array of stakeholders to provide one, easily referenced document which compiles this

guidance information. This Questions and Answers document (the Q& A) is derived from these
compiled questions, rather than having been designed as an overdl explanation of the program.

. A generd program description is provided a the New Chemicas Website, at
www.epa.gov/oppt/newchems/, and in the New Chemicas Brochure, avalable from the TSCA
Hotline at (202) 554-1404, or e-mail at tsca-hotline@epa.gov.

. In addition, the Instruction Manud for submission of 85 notices (also available at the New
Chemicas Website) discusses program policy and intent in the context of the PMN form.

This Q& A document is available both in hard copy and eectronicaly. Although the content is
the same, we believe the éectronic verson will be easer to use, utilizing a search function, if @ computer
isavailableto you. The dectronic verson can be downloaded from the New Chemicas Website. The
paper verson is adso available from the TSCA Hotline by mail.

This Q& A document is intended only to explain the requirements of TSCA 85 and selected
EPA regulationsimplementing 85, and to provide useful information to persons subject to these
requirements. It is not a subgtitute for goplicable legd requirements, nor isit aregulation itsdlf. Thus; it
does not impose legdly-binding requirements on any party, including EPA or the regulated community.



Section 1: General Program Information

1. GENERAL PROGRAM INFORMATION
100. General
100-1. Q. How can | obtain a copy of the printed 85 Pre-Manufacture Notice (PMN) form?

A. The 85 PMN form (EPA Form 7710-25) is available from the TSCA Hotline upon request
by voice (202-554-1404), facsmile (202-554-5603) or by e-mail (tsca-hotline@epa.gov). An
ingruction manud is aso available from the Hotline to asss you in filling out the 85 submission form.
Thereis a printable copy (.pdf) of the form at the New Chemicals Website
(Www.epa.gov/oppt/newchems/).

The TSCA Hoatlineisasource of generd program information.

100-2. Q. When does EPA expect to publish aformat for eectronic submissons so that | can submit
my PMNs dectronicaly?

A. Asof thiswriting, EPA has developed an early verson of an éectronic form. This current
verson and further ingtruction are available a the New Chemicals website
(Www.epa.gov/oppt/newchems). Submitters are invited to download this form and fill it out on their
computers. At thistime, we are only accepting paper copies made using this form. In the near future,
we intend to develop the procedures to accept CD-ROMSs containing the PMN form. Input on such a
form iswelcomed, and you may send comments to:

Anna Coutlakis

New Chemicds Program

Chemica Contral Division, Mail Stop 7405M
United States Environmenta Protection Agency
EPA East Building (ICC)

1200 Pennsylvania Avenue, NW

Washington, DC, 20460

email: coutl akis.anna@epa.gov

100-3. Q. A PMN has completed review, but when actua production starts, the manufacturing
process must be changed. s natification to EPA required?

A. TSCA 85 requires submission of aPMN for achemica substance or mixture that is not on

the TSCA Inventory (unless exempt). Thus, if the change in the manufacturing process resultsin a
chemical substance or mixture whose identity is different from that specified in the PMN and is not on
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Section 1: General Program Information

the Inventory, anew PMN isrequired. 40 CFR 720.40(f) requires the PMN submitter to report to
EPA new information that materialy changes the information included in the PMN, if the information
comesto light during the PMN review period. Therefore, if, during the PMN review period, the
submitter decides that the manufacturing process will change from the process described in the origina
submisson, EPA must be notified. EPA may require additiond time to review the change.

PMN regulations at 40 CFR part 720 do not provide for notification to EPA of changesto
information reported in the PMN that occur after the review period. Therefore, if the decision to
change was made after the review period, and there is no change in chemica identity, anew PMN is
not required. In this case, if the process change takes place soon after close of the PMN review period,
it is recommended that the submitter keep arecord of its decision process which led to the change, to
clearly show that this change was not decided befor e the close of the PMN review period.

100-4. Q. If thereisachange of stes after submission and review of the PMN by EPA, can that
change be made without further review by EPA?

A. Yes. Thechange of dtes can be made without notice to EPA.

100-5. Q. When aPMN is submitted, or when the review period for aPMN expires, does EPA
publish anctice in the Federal Register?

A. EPA regularly publishes monthly status reportsin the Federal Register under thetitle
“Certain Chemicals, Premanufacture Notices’. These reports give notice of PMNSs received and their
projected expiration dates. EPA does not publish anotice when the review period expires, but
information on Notices of Commencement (NOCs) received isincluded in these satus reports. PMN
gatus for notifications received in 1999 and beyond is aso posted on the New Chemicas website
approximately midway, through the review period and can be viewed at
www.epa.gov/oppt/newchems/dropstat.htm.

100-6. Q. Will I be notified that my PMN has been approved? Denied?

A. If, by the expiration of the PMN review period, EPA does not notify you that your
chemica will be subject to regulation, under 85, you are free to commence manufacture of the
substance after the review period expires. During the PMN review period, the EPA Program Manager
or other EPA personnd may contact you if EPA identifies concerns or seeks clarification of information
provided in the PMN.

The EPA Program Manager will o notify you before the review period expiresif the review
period will be extended under TSCA 85(c) or if regulatory action is being considered on the new
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Section 1: General Program Information

substance under TSCA 85(€) or 85(f). Y ou may aso refer to the New Chemicals Program website at
www.epa.gov/oppt/newchems/dropstat.htm to obtain the status of PMNSs or Low Volume Exemptions
(LVEs) currently under review by EPA.

100-7. Q. What if EPA believesthat the scenario described in the PMN may present unreasonable
risk?

A. If the EPA review finds that thereisinsufficient information to adequatdly assessthe risk
from achemica, and that human exposures and/or environmenta releases associated with the
manufacture, processing, distribution, use, or disposal of anew chemical substance as described in the
PMN may pose unreasonable risk, EPA may:

. require testing, under 85(€), before manufacture to assess the risk; if the risk cannot otherwise
be adequatdy mitigated

. impose regulatory restrictions via a combination of 85 (€) Consent Order and Significant New
Use Rule (SNUR) to control exposures or uses pending development of test data; or

. request the submitter to amend its PMN to include appropriate exposure controls and issue a

“non-85 (e) SNUR.”

A 85(e) Consent Order places requirements on the manufacture, processing, distribution, use
or disposal of the new chemical substance to reduce the risk. The Order may aso require the
manufacturer to submit testing to EPA before exceeding a specified production volume. A 5(e) SNUR
normally mirrors the terms of the Consent Order and extends those terms to any person who may
manufacture, process or use the subject chemical. In those cases where EPA does not determine that
the use/exposure scenario for a new chemical substance as described in a PMN may present an
unreasonable risk or have the potentia for substantia production volume and substantia or significant
human exposure or substantial environmenta release, but where EPA has concerns about other uses,
EPA may issue anon-5(e) SNUR. If the submitter wishesto engage in a*“sgnificant new use(s)” as
specified in either type of SNUR, under 85(a)(1)(B) notice to EPA isrequired to provide for an EPA
review.

100-8. Q. How do“expedited 85(e) Orders’ work?

A. The procedures that EPA usesto develop 85(e) Consent Orders provide for expedited
handling in certain circumstances. Much time can be consumed by negotiations concerning deviations
from standardized or “boilerplate’ 85(e) Order language, particularly because EPA officids must
carefully consider and gpprove any deviations from previoudy approved language. Elimination of this
negotiation can greatly accelerate preparation and review of a 85(e) Consent Order. An expedited
procedure can be used when both parties are expected to accept and sign the Order (as devel oped by
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Section 1: General Program Information

EPA), without any modifications.

The expedited procedure has two primary differences from a negotiated procedure. First,
instead of EPA sending a draft Order to the submitter for comment, EPA sends an “Action Letter”
intended to provide the submitter with an understanding of the terms of the proposed 85(e) Order. The
Action Letter utilizes the most gppropriate moded or generic 85(e) Consent Order on EPA’s website
(Wwww.epa.gov/newchems/boilerpl.htm) and describesin some detail the specific terms intended for the
individua case. Second, EPA signsthe Order before the submitter sgnsit. These procedures eiminate
certain internd and externa review procedures and can halve the time necessary for the negotiated,
non-expedited Consent Order process.

This expedited procedure for devel oping 85(e) Orders has been used by EPA since 1988.
This option has been made available in the standard Action Letters EPA sendsto PMN submitters for
every PMN which EPA intends to regulate by Order under 85(e) of TSCA.

100-9. Q. Why do non-“expedited’ Consent Orders require so much review?

A. Most Consent Orders are “expedited”, and require little review, because they ‘are
developed using one of severd standard templates based on EPA’srisk or exposure findings. If the
expedited processis not used, negotiation of the terms of the 85(e) Order invariably delays completion
of the Order since additiona consideration and approva by EPA personnd isrequired for terms that
differ from those previoudy approved. Thelarge variety of different chemicals and factua
circumstances creates enough complexity to require that additiona scrutiny be given to cases which
deviate from the norm. In cases where EPA or the submitter find that they cannot agree to the sandard
language or other terms, EPA’s development of 85(e) Orders to achieve the appropriate baance
between legd, risk management, economic, and other interests can become lengthy.

100-10. Q. How do I request amodification-of an existing 85(e) Order?

A. Pursuant to the terms of a 85(e) Order, the submitting company may petition EPA a any
time to modify the terms of the Order. The petition should be based on new information about the
hedlth or environmenta effects of, human exposure to, or environmenta release of the PMN substance.
In making a determination of whether to grant or deny a modification, under 85(e)(1) EPA must find
that the activities proposed will not increase the exposures or risk to alevel that is unacceptable or may
be unreasonable. To petition for amodification, a submitter should send a letter with supporting
information to the Chief of the New Chemicals Notice Management Branch. Although OPPT does act
on petitions for modifications to existing 85(e) Orders, Order modification petitions generaly rank
relatively low in the Agency’s priorities.
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To avoid the need to request a modification based on newly devel oped data, submitters are
encouraged to ensure that any ongoing study is completed before submisson of the PMN, in which
case the study would be provided aong with the PMN in accordance with 40 CFR 85720.50. In
cases where the submitter hopes for new market opportunities, it is suggested that testing be planned
based on an optimistic saes scenario and anticipated new market opportunities to avoid losing time
involved in modification of a Consent Order.

100-11. Q. Isthere aproduction volume limit for PMNS?

A. Unless EPA takes regulatory action (such as a 85(e) Order or SNUR) in response to a
PMN, there is no production volume limit for the PMN. The anticipated production volumes listed in
the PMN by the submitter do not establish production volume limits for asubstance. EPA may,
however, place a production limit on a PMN substance through a 85(€) Order or a SNUR at the time
of review where gppropriate under 85. Production volume limits are often used in 85(e) Orders and
SNURs to trigger testing requirements. Production volume limits are often used in 85(e) Orders and
SNURs when EPA identifies potentid risk from use of the substance. These limits can often be lifted if
EPA recommended testing is completed and mitigates the risk identified in the review process.

100-12. Q. What is EPA's exposure-based policy and has any information on it been published?

A. EPA'sexposure-based palicies for new chemical substances are based on
85(e)(1)(A)(i)(II) of TSCA and are described on the New Chemicals Website at
www.egpagov/oppt/newchems/expbased.htm.

TSCA Section 5(€) provides EPA with the authority to regulate new substances pending
development of health and environmenta effects data based on ether the potentia risk presented by the
substance ("'risk-based") or the potentia for substantia production volume and substantia or sgnificant
human exposure or substantial environmental release ("exposure-based"). Action under Section 5(€) for
anew chemical substance is taken based under either or both of these authorities. In 1988, EPA
develaped internd guidelines to assst in identifying new chemical substances received as PMNs which
would meet the "exposure-based” finding. These guiddines were announced to the chemica industry in
aletter to Geraldine V. Cox of the Chemica Manufacturers Association (now the American Chemistry
Council). See www.epa.gov/opptintr/newchems/cmaxpltr.ntm.

Limited test data are submitted or otherwise available on new chemica substances, and asa
result EPA often relies on Structure Activity Relationship (SAR) predictions to evauate potentia effects
associated with these substances. Data obtained from PMN submitters by EPA using the exposure-
based finding, can better characterize the tested chemical, confirm or refute a"negative” prediction of
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Section 1: General Program Information

no risk or low risk, and supplement and validate the use of SAR in the review of PMNs. Expanded use
of thisfinding was warranted for these reasons and because Congress intended that a gregter priority
for testing exists for high volume/exposure chemicas. Exposure-based testing is usualy required via a
negotiated 5(e) consent order.

These exposure-based guidelines capture dl PMN chemicals with estimated production volumes
greater than or equa to 100,000 kilograms per year, and include specific exposure/release criteria
(such as > 10,000 kg/year totd release to environmental media or > 0.003 mg/kg/day exposure via
ar). The objectives of this gpproach were to encourage fair and cond stent decis ons across numerous
chemica categories and uses, to provide clear guidance to the public and industry about EPA's policy
and expectations, and to implement the policy in the smples, least resource-intensive way.

EPA's exposure-based policies for new chemical substances are based on 85(e)(1)(A)(ii)(I1) of
TSCA and are described on the New Chemicds Webdgte at
www.epa.gov/oppt/newchems/expbased.htm.

100-13. Q. What will happen if the submitter refusesto agree to conditions EPA regards as necessary
if the PMN substance is to be used without unreasonable risk, or under an exposure-based Consent
Order?

A. If EPA and the submitter cannot agree on EPA’s specified conditions where EPA has
predicted that the activities proposed for the PM N substance may present or will present an
unreasonable risk, or projected production and exposure exceed EPA's exposure-based policy criteria,
EPA can unilateraly issue a non-consensua Order banning or otherwise controlling the substance under
85(e) or 85(f) of TSCA. If the submitter objects, further proceedings may be necessary to enforce the
order. Thisis not atypical scenario- usually EPA and the submitter agree to a Consent Order under
85(e). In order to be effective, a 85(e) Order must be issued before expiration of the 90-day review

period.

Usudly aunilaterd “extenson” (under TSCA 85(c)) or aconsensud “suspenson” (under 40
CFR 8720.75(b) - requested by the submitter) of the 90-day statutory review period is necessary to
dlow sufficient time for development of an EPA response when EPA review suggests that activities
proposed for the PMIN substance may or will present an unreasonable risk or have the potentia for
subgtantia production volume and subgtantia or significant human exposure or substantia environmenta
releese. An EPA Program Manager will notify the submitter if regulatory action is being consdered on
the new substance under TSCA 85(a), 5(e) or 5(f). The EPA Program Manager will contact the
submitter before the review period expires to request a consensud suspension. |If thisis not granted,
EPA can unilaterdly extend the review period under 85(c). If an extenson under 85(c) isrequired, it
can be up to and usudly is granted for 90 days. The 85(e) or 85(f) Order must be issued by day 135,
which gives the submitter time to respond.
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101 Guidance for Completion of 85 Submission Form
101-1. Q. Can |l use commercidly available software to generate the 85 submisson form?

A. Yes, if the format generated by the software has been pre-approved by EPA’S TSCA
Document Control Officer. One such form is sold by the American Chemistry Council, of Arlington,
Virginia, and another is sold by the Bureau of Nationa Affars, of Washington, D.C. Please note that
EPA cannot endorse the purchase of a particular company’ s products or services, and identification of
these forms as sufficient for PMN use should not be taken as an endorsement of the software products.
EPA iswilling to identify any other forms once such forms are gpproved by the Document Control
Officer. Information on potentid gpprova is available from the Chief of the Records and Dockets
Management Branch at 202-564-8952.

101-2. Q. How doesthe New Chemicals Program assess completeness of PMNSs?

A. Completeness of PMN submissionsis determined by compliance with EPA regulations at
40 CFR 8720.45 and EPA's PMN user fee requirements at 40 CFR 8700. These regulations are
availableto dl PMN submitters on the New Chemicals website or the Government Printing Office
(GPO) web site.

Once asubmission isreceived, it isfirst prescreened. In the prescreen, pages 4-8 are reviewed
for completeness (is al the information provided), correctness (is the provided information right), and
cons stency (does the information provided contradict itsdlf). The chemica name, structure and CAS
Registry Number are reviewed as are lists of impurities and byproducts. The method of chemical
nomenclature determination, the presence of a generic name when identity is claimed as confidentia
business information (CBI), production volume and TSCA use, and process diagram information are
examined. Additiona information required for polymersis reviewed on pageb.

When a submitted form does not fulfill the above requirements, EPA will notify the submitter.

The checklist used to notify submitters of the specific problemsin their submissonsiis presented
bel ow, and reflects the common errors EPA has seen in PMN submissions. The most frequent reason
for an incomplete submission is a chemica name which does not conform with the Chemica Abstracts
Ninth Collective Index (9Cl) nomenclature rules and conventions, as required by 40 CFR
§720.45()(1)(i). (This definitive guide to Chemica Abstracts nomenclature has been used since 1972.)

85 SUBMITTER ERROR CHECKLIST (REV 1/7/98 VER 51)

Y our chemical identity information as submitted according to Method 1 or Method 2 is not acceptable
because:
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(a) The correct Chemical Abstracts name has not been provided.

(b) The correct CAS Registry Number, if one already exists for the substance, has not been
provided.

(c) The correct molecular formula has not been provided, where applicable.

(d) A complete, correct chemical structure diagram for a Class 1 substance has not been
provided.

(e) A correct partial or representative chemical structure diagram has not been provided for a
Class 2 substance or polymer, where such information is known or reasonably ascertainable.

(f) Thereis an inconsistency among two or more parts of the chemical identity information, which
involvesthe:

reported chemical name,

CAS Registry Number,

molecular formula,

chemical structure diagram,

identity of immediate chemical precursor or monomer
manufacturing process information, or

other:

(g) Because the reported substance is polymeric, page 5 of the 85 submission form (concerning
information on polymers) must be completely filled out.

(h) Correct chemical names and CAS Registry Numbers (where numbers are available) have not
been provided for all monomers and other reactants used to manufacture a reported polymer.

(1) Correct chemical names and CAS Registry Numbers (where numbers are available) have not
been provided for all immediate chemical precursors used to manufacture a Class 2 substance.

(j) For aClass 2 substance, information about the nature of the manufacturing reaction/process
or thetypical (or range of) product composition (where appropriate) has not been provided.

(k) A letter of support has not been received from the supplier of the reported substance or a
chemical-precursor in order to provide the required specific chemical identity information not included in the
notice.

(I) Supporting information from a prior notice (PMN, bona fide Intent Notice, etc.) you reference
is not consistent with your reported chemical identity information.

(m) The reported generic chemical name is misleading or does not provide a sufficient level of
chemical identity information.

(n) The manufacturing process information does not include specific chemical nhames and/or
weights for all starting materials.

(0) Method 1 was used, but the information provided to the CAS Inventory Expert Serviceis not
identical to that included in the PMN.

(p) Not all of the chemical names reported for substances in a consolidated PMN have been
obtained from the CAS Inventory Expert Service.

(q) Other:

101-3. Q. If aPMN submisson isjudged to be incomplete well into the 90 day review period, will the
90 day clock be stopped and restarted when the additiona information is received, or will anew 90-
day period begin upon receipt of the new information?

A. When anoticeis declared incomplete, the review period is not considered to have Sarted,

regardless of when in the review period the notice is declared incomplete. Day-1 of the review period
begins when EPA receives a complete notice. See 40 CFR §720.65(c)(2)(i).
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Section 1: General Program Information

101-4. Q. Wha are some common errors made in filling out the 85 submissions form or a Notice of
bona fide Intent? How can | avoid having my 85 notice declared incomplete?

A. The adminigtrative procedures applicable to incomplete notices are specified a 40 CFR
§720.65. For more detail on EPA’sreview for completeness, see Q& A #101-2. _One of the most
frequent errors is incomplete chemical identity information. Another very common error in asubmission
is an inconsstency between the chemica name, the CAS Registry Number; the structure, the molecular
formula, and/or the manufacturing process information. There can be other deficiencies with respect to
the form that could cause EPA to consider a notice incomplete. See Q& A #101-7 The following isa
list of chemicd identity errors which under 40 CFR 88720.45 and 720.65 can result in incomplete
notices.

A 85 submission form (EPA Form 7710-25) or aNotice of bona fide Intent to
Manufacture/lmport will be consdered incomplete if any of the following problems (1-10) exist with
respect to chemical identity information submitted viaMethod 1 or Method 2 (see Q& A #103-1
below), according to the Premanufacture Notification Regulations at 40 CFR 720.45.

1 The correct Ninth Collective Index (9ClI) Chemical Abstracts (CA) name of the reported
substance and the corresponding Chemica Abstracts Service (CAS) Registry Number (if a
CAS Registry Number exigs for the substance) are not included in the Chemica |dentity
Information section of the notice form (Part |, Section B).

2. The correct molecular formula of the reported substance (if asingle molecular formulaiis known
to exist for the substance or is reasonably ascertainable) isnot included in the chemical identity
information section of the notice form (Part 1, Section B).

3. The complete, correct chemical structure diagram for areported Class | substance is not
included in the chemical identity information section of the notice form (Part |, Section B).

4, A correct representative or partid chemica structure diagram for a reported polymer or Class
2 substance (as complete as possible, based on what is known or reasonably ascertainable) is
not included in the chemica identity information section of the notice form (Part |, Section B).

5. A non-CA name, a generic chemicd name, achemicd synonym, a CAS Registry Number, a
trade name, or the PMN, Exemption, or bona fide Intent notice number/User Fee
number/TSCA accesson number of another notice is written in the chemica name box of the
notice form in place of the correct CA name.

6. When reporting a polymer, the submitter does not provide al of the information required in the
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chemicd identity information section for polymers (Part 1, Section B.2) comprising page 5 of
the 85 submission form.

Note: (1) A “polymer” includes an oligomeric substance having a molecular weight
digtribution as well as any substance thet is or incorporates a polymer, even if
the last reactions did not involve further polymerization. For example, persons
who intend to manufacture sdts, adducts, or other derivatives or reaction
products from polymers must fill out page 5 of the 85 submission form. (2) Not
al polymers contain the word “polymer”, “polymers’, or “poly” in their CA
names, for example, sloxanes and slicones. These conventions have been in
place largely without changes since the inception of the Inventory, and can be
found in “TSCA Inventory Representation for Polymeric Substances’ at
www.epa.gov/oppt/newchems/polymersitxt.

The specific chemica name and corresponding CAS Registry Number (if such a number exists)
for (1) each monomer or other reactant used to make a reported polymer, or (2) each
immediate precursor substance used to make areported Class 2 substance, is not included in
Part 1, section B of thenotice. Note: The natice is considered incomplete even if the reported
CA name of the PMN substance itsdlf is correct. The specific chemica names used to identify
such monomers, reactants, or chemical precursors do not have to be CA names dthough
correct CAS Registry Numbers must be provided if they exist.

Thereisat least one discrepancy or incongstency in the reported chemica identity information
that could possibly cause some ambiguity about the correct chemicd identity. This discrepancy
or inconsstency may involve the chemica name, CAS Registry Number, molecular formula,
chemical structure diagram, immediate chemica precursors, monomers, or manufacturing
process information.

A letter of support has not been submitted by a chemica supplier in order to provide required
chemical identity information not included in the notice.

The submitter indicates as part of the manufacturing process information or precursor
Substance/reactant/monomer information that a neutralizing reagent is used, but neither
represents the reported substance as a salt nor provides a reasonable explanation for why the
substance should not be considered a salt, even though the processinformation or list of
reactants would indicate the formation of a salt. This description is incongstent with the Ninth
Coallective Index (9Cl) of Chemica Abstracts nomenclature rules and conventions as required
by 40 CFR 720.45(a).
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101-5. Q. When doesthe PMN review period begin? Are the review periods of 90 days for PMNS,
30 daysfor Low Volume and Low Release/Low Exposure Exemptions (LVESLOREXS), and 45 days
for Test Marketing Exemptions (TMES) based on calendar days or working days?

A. TSCA 85 submissions review periods are based on calendar days. If EPA determines that
your notice is*complete,” the review period begins on the date that the submission (PMN, LVE,
LoREX, or TME) isreceived and logged in by EPA’s Document Control Officer (DCO). You will
receive an acknowledgment letter indicating the identification number assigned to your notice by EPA
and the expiration date of the review period. If your notice is declared “incomplete’ as described at 40
CFR 720.65, you will receive written notification, and your review period will not begin until EPA
receives a complete notice.

In addition, following receipt of aPMN, LVE, LOREX, or TME, EPA searchesthe TSCA
Chemical Inventory to ensure that the substance for which the notice is submitted is not aready listed.
If your chemical substanceis on the Inventory, you will be notified that your substance is not subject to
premanufacture notification requirements and you are free to begin manufacture immediatdly.

During the review period, stetus information on your PMN, LVE, LOREX, or TME submission
can be obtained at www.epa.gov/oppt/newchems/dropstat.ntm. The EPA Program Manager or other
EPA technica personnel may contact you to clarify informeation you have provided in the notice, or if
concerns are identified. If you are not contacted before expiration of the review period, you are free to
begin manufacture of the substance identified in your notice once the review period expires.

101-6. Q. If asubmitter objectsto afinding that the PMN isincomplete, how many days will EPA
take to decide on the appea ?

A. Asrequired a 40 CFR 720.65(c)(5), EPA will notify the submitter in writing within 10 days
of recalving the objections. Please note that objections must be recaived within ten days of EPA
notification of the submitter for a submission that is determined to be incomplete. See 40 CFR
§720.65(c)(4).

101-7. Q. May | dam information submitted on a 85 submission form to be confidential ?

A. Under TSCA 814 as specified in regulations at 40 CFR Part 720 Subpart E, you may
assrt aclam of confidentidity for any 85 related information submitted to EPA. Note, however, that
information in hedth and safety sudies is normaly not entitled to confidentidity, except as provided in
40 CFR 720.90. Under 40 CFR 8720.90(c) confidentidity clamsfor chemica identity in a hedlth an
safety study may be denied unless 1) disclosure would reved manufacturing or processing information,
2) would disclose the fraction of amixture which the substance comprises, or 3) the study could be
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interpreted without knowing the identity of the substance, and that disclosure would have harmful
compstitive effects on the submitter. Not only is information which arises as aresult of aformd;
disciplined study included in EPA’ s definition of hedth and safety studies, but other information relating
to the effects of achemical substances or mixture on hedlth or the environment is aso included.

Confidentidity clams must be made a the time your information is submitted. 40 CFR
720.80(b). After the 90-day review, you will be required to accompany your Notice of
Commencement (NOC) with substantiation of your confidentidity claims for the chemicd identity, 40
CFR 720.90(b), and may be required to substantiate other confidentidity clams in the futureif, for
example, EPA receives a Freedom of Information Act (FOIA) request concerning that information.
Dedling with TSCA confidentid business information is a substantial burden for EPA, and we
discourage submitters from claming confidentidity unlessthey have sound business reasonsfor doing
0. TSCA 814 describes circumstances under which EPA shall disclose information even though it has
been clamed confidentia by its submitter. See aso EPA confidentidity regulations at 40 CFR 2.209
and 2.306. See Q& A # 107-6 to obtain the requirements for substantiation at the time aNOC form is
submitted to EPA for a PMN substance which can serve to guide your considerations about the
appropriateness of making a CBI clam.

To ensure that confidentid information is not disclosed to the public, you must submit an
additiond copy of the notice form, including attachments; which does not contain confidentia
information. This"sanitized” or redacted verson will be placed in the public file. 1t must contain al
non-confidentia information, including health and safety studies. “Hedlth and safety study” is defined at
TSCA 83(b) and 40 CFR 720.3(k) (see also Q&A #117-1, #117-2, and #117-3). You are
respongible for ensuring that dl information claimed as confidentid is removed from the sanitized
verson; EPA does not double-check this.

To assart confidentidity for specific information on the form e.g., submitter identity, chemica
identity, or use information, mark the “Confidentid” or Confidentid Business Information (CBI) box
located to the right of the information on the form. Also mark the box at the bottom of page 1 of the
form if you clamed any information in the notice as confidentid.

If you do not provide the “sanitized” or redacted copy with your submission, the submission will
be considered incomplete and the review period will not begin. Also any subsequent amendment to
your PMN or additiona information/data you provide to EPA must be accompanied with a non-
confidentid verson for the public file.

101-8. Q. What should | do to ensure that EPA will treat my submission as confidentia ?

A. See Q&A #101-7. Y ou must take the following actions to meet EPA’ s requirements
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regarding submission of confidentia informetion:
@ Mark the appropriate boxes on the 85 submission form, to indicate confidentia informeation.

2 Submit gppropriate numbers of copies of each notice form and the attachments (three for
PMNs and SNUNSs, onefor LVES, LOREXSs, TMES). If any information is clamed
confidentid, an additional “sanitized” or redacted copy of the relevant documents must also be
submitted. The “sanitized” or redacted copy will be placed in the public file.

3 When submitting information in an attachment, dso sate any confidentidity dam in the rdevant
attachment.

101-9. Q. How many copies of the 85 submission form must be sent to EPA?

A. You mus submit an origind and two complete copies of the 85 submisson form, including
al test data.and any other information attached to the notice form, for aPMN or a SNUN (Significant
New Use Notice). 40 CFR 720.40(d)(2). For aLow Volume Exemption (LVE) or Low Release,
Low Exposure Exemption (LOREX) submission, you need only file one copy of the form.” 40 CFR
723.50(e).

If any information is damed as confidential, however, you must dso include a*“ sanitized” or
redacted copy.-of the notice for any 85 submission (PMN, LVE, SNUN, etc). 40 CFR 720.80(b)(2).
Information claimed as confidential must be del eted from the “ sanitized” or redacted copy and replaced
with generic information, e.g., generic chemica identity, use, production volume, €etc.

101-10. Q. What isthe definition of an authorized officid? Mud it be a company officer?

A. Anauthorized officid is one who according to company documents, policy or interpretation,
is responsible for the truth and accuracy of each statement in the PMN notice. Depending on the size
and organization of the submitting company, this person may be, for example, the president or
vice-president, or director or manager of adivison. The submitter determines who will act asthe
authorized officid.

101-11. Q. How can a submitter use an agent to submit aPMN? What role and responsibility does
the agent assume?

A. An agent is someone whom the submitter designates to submit a PMN, who may have

more knowledge or experience in completing PMN notices. Both the submitter and the agent must Sgn
the certification on the form. The agent may speak for, and bind, the person submitting the PMN .
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Responsibility, however, is generdly with the submitter. The submitter is responsible for ensuring
accuracy, and that dl information known to or reasonably ascertainable by the submitter, and all test
datain the submitter’ s possession or control, are submitted to EPA. See 40 CFR 720.(e).

101-12. Q. | have anew ste-limited chemicd intermediate that requiresa PMN., My norma practice
is not to prepare a Materid Safety Data Sheet (MSDS) for ste-limited intermediates. Do | have to
prepare one to be included with this PMN?

A. Submitters are not required to develop aM SDS solely for the purpose of submitting a
PMN. If it isnot your practice to develop aMSDS, you need not do so to accompany a PMN.
However, as indicated on page 12 of the PMN form, if aMSDS is developed for the materia, EPA
strongly recommends that you should attach the MSDS to the completed PMN form. An MSDS aids
EPA reviewersin the assessment of the chemicd. It enables EPA reviewersto understand the
precautions the submitter employs for worker safety and environmenta release. 1f you have prepared
no MSDS, it can be helpful to prepare a summary statement on these subjects for EPA’ s consideration.
OSHA’s hazard communi cation requirements appear a 29 CFR 1910.

101-13. Q. Inmy early research, | will be using a batch process. Later on, during manufacture, | plan
to use a continuous process. This could lead to different by-products, impurities, etc. However, the
only data| have a the time of the PMN submisson isbatch data Do | use thisfor my PMN or
gpeculate on what | hope to do in manufacture?

A.Both can be useful to EPA’s PMN reviewers. Y ou should provide information concerning
your intended commercia activities to the extent that is known or reasonably ascertainable to you (see
720.40(d)). Y ou should estimate the identity of by-products and impurities to the best of your ability
basad on information avallable to you, such asthe results of R&D activity.

101-14. Q. If one Site operates a batch type process and another Site operates a continuous process,
which processis described in Section A?

A. You must describe both processesin Section A. See 40 CFR 720.45(g)(2). Use a
Separate sheet for each description and clearly indicate your intended operations.

101-15. Q. What isthe difference between industrid use and commercid use?
A. A useisindudrid if the new chemicd substance or products containing it will be used & a
facility where chemica substances or mixtures are manufactured, imported or processed, e.g., textile

dyeing or paint formulation. The useis“commercid” if the chemica substance or products containing it
will be used by acommercid enterprise providing saleable goods or a consumer service, e.g., use by
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painting contractors or commercia dry cleaning establishments. See 40 CFR 721.3.

101-16. Q. Mug information on the trade name of formulated products which contain the new
chemical substance as part of amixture be reported on page 5 of the 85 submisson form?

A. No, trade names of formulated products are helpful in the PMN review, but not required.
However, the trade name for the PMN substance is required. 40 CFR 720.45(c).

101-17. Q. Should | list apilot plant operation as an industrid site on Page 7 of the 85 submission
form?

A. If the pilot plant will continue to produce the chemicd after R& D is complete, it should be
listed on the 85 submission form; if not, no. See 40 CFR 720.36.

101-18. Q. In the process description, does the product containing the PMN material condtitute an
environmentd release? Does it have to be numbered on the diagram and listed on Page 8 of the 85
submisson form? |s awaste stream arelease to the environment? Incineration? At page 10 “industria
gtes controlled by others’ - should pesticide application be considered arelease to the environment?

A. EPA isasking herethat you identify releases to the environment in the course of
manufacturing and processing of the materia, as required by 40 CFR 720.45 (g) and (h). Thisincludes
waste streams; process |0sses, Incineration, etc. To enable EPA to assess these releases, you must
clearly identify the steps in the process description a which the new chemica substance is susceptible
to release. Clearly, the end product can have environmental impacts, depending on its use, and EPA
will consider environmental impacts of dispersve usesin EPA’sreview (an example of adispersve use
would be as an ingredient in artificid smoke or in a fragrance formulation for outdoor use). The PMN
Instruction Manual discusses dispersve use/degree of containment in the “Use information” section (pp.
8-9). See www.epa.gov/oppt/newchems/tscaman2.pdf. The use will be assessed by Agency
reviewers, based on the detailed description you provide at 1.C.2. on page 7 of the PMN form. It does
not need to be numbered and listed on Page 8, however.

Release to the environment during use as a pesticide is not considered under TSCA PMN
review. Pegticidesare excluded from the definition of “chemical substance’ a 40 CFR 720.3(e)(2)
and in Section 3(2)(b)(ii) of the TSCA. Pegticides are reviewed under the Federa Insecticide,
Fungicide, and Rodenticide Act (FIFRA). FIFRA reviewerswill consder the potentiad harm which can
be caused by dispersion of pesticides in the environment. Intermediates used in pesticide manufacture
are not excluded from consideration as chemica substances, however, so TSCA PMN review is
provided for intermediates used in pesticide manufacture, and this will include their disperson into the
environment. For more on TSCA jurisdiction over pesticides, see Q& A #213-2.
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101-19. Q. For Environmental Release and Disposd, the manufacturers must identify the mediato
which the new substance will be released from the “release point.” Does that release point refer to
release before or after control technology?

A. The PMN form provides specific places for the submitter to provide environmental release
information as required by 40 CFR 720.45 (g) and (h). For stes controlled by the submitter, the PMN
form at item 11.A.3. cdlsfor identification of release directly to the environment (item 2a) and after
technology (item 2b), identification of control technology at (5a) and amount released after technology
at (Bb). For stes controlled by others, smilar information is requested at item 11.B.2. This enables
reviewers to assess release of the substance both before and after control technology.

101-20. Q. Our company has a problem finding our old file copy of aPMN we submitted to you as
confidentia in 1984. Since we filed the PMN, we have merged with another company, the person who
filed the PMN has | eft, and our company name has changed. We want to get a copy of the confidentia
PMN we filed at that time. How can we do it?

A. For EPA to send confidentia information it must be certain that it is sending the information
to the legitimate owner of the information. This includes successors to the companies and individuas
who origindly filed. EPA needs evidence that the requester is legitimately entitled to the information.
To initiate this request, a corporate officer should send asigned letter (Sgnature notarized) with as clear
adescription as possible of the information sought (original submitter identity required, PMN numbers
and accession numbers are important, if avallable) on company letterhead to:

TSCA Records and Dockets Management Branch
Information Management Division (7407M)
Office of Pollution Prevention and Toxics

United States Environmenta Protection Agency
1200 Pennsylvania Avenue, NW

Washington, DC 20460.

If there is a successon Situation, describe corporate changes which have happened since the
origind information was submitted to EPA (mergers, buy-outs, etc.) and how, if we need assurance on
the Stuation, EPA can check the vdidity of the successon.

101-21. Q. What doesthe “binding option” mean in legd terms when filing aPMN?
A. InfilingaPMN, the “binding option” enables you to indicate your willingness, if EPA

review findsit to be necessary, to be bound to certain submitted information on the form. By indicating
your willingness to make these commitments, you would be indicating an interest in future negotiations if
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EPA deems them necessary, generdly in working to a 85(€) Consent Order and/or aSNUR. The
binding option is offered for questions related to the potential risks - such as use, production volume,
protective equipment, engineering controls, and/or process description.

Marking the binding boxes heps EPA (if necessary) to efficiently negotiate witha PMN
submitter the development of 85(e) Consent Orders and promulgate Significant New Use Rules
(SNURS) for those new chemica substances that EPA determines may present an unreasonable risk,
subgtantial exposures, or Sgnificant new uses, if certain control actionsare not implemented. This
option is intended to reduce delays that can dow the development of consent orders absent such
agreement. Should EPA wish to discuss development of binding control measures for your PMN, you
will be contacted by a Program Manager and negotiations may ensue. Therefore, indicating a
willingness to be bound by the terms of your notice does not by itsdlf prohibit the submitter from
deviating from the information (except chemica identity) reported in the form.

In the case of exemption applications (i.e. Low Volume/Low Release, Low Exposure),
however, certain statements are automeaticaly binding on the submitter when EPA gpprovesthe
exemption applications. See Q& A #303-5 and 40 CFR 723.50(j).

102 Inventory Searches/Bona Fides

102-1. Q. A potentid manufacturer of a substance needsto find out whether the chemica substanceis
included on the Inventory. If the chemicd is on the Inventory, a PMN would not be required. How is
a submitter to determine whether the chemical it wants to manufacture is on the Inventory?

A. The potentia manufacturer (“manufacture’” includes import) should check the public verson
of the TSCA Inventory, which lists chemicals submitted non-confidentidly for the Inventory. The
Inventory is maintained a Federa depositary libraries throughout the country. The TSCA Inventory can
be purchased from the Nationa Technical Information Service (NTIS).

Email info@ntisgov. Or vigt their webste a www.ntisgov. Then click on “NTIS Products and
Services'. Click on “ Simple Search”. Typein TSCA Inventory. Choose from severa Inventory
products to buy.

A submitter can aso consult acommercid service which has the NTIS computer-accessible
TSCA Inventory. These servicesinclude:

I. Scientific and Technical Network Internationa (STN), maintained by Chemica Abstract
Service (CAYS) telephone 1-800-848-6538 x3731
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ii. Diaog Information Services (L ockheed) File 52, telephone 1-800-334-2564;
The Inventory is carried, aswdll, by Cornell University, at http://msds.pdc.cornell.edu/tscasrch.asp
EPA cannot be responsible for the qudity of Inventory datain these outside services.

If no listing for the substance is found on the public Inventory, the submitter may request that
EPA check the confidentid portion of the Inventory. Before EPA will do o, the submitter must
edtablish a“bonafide intent” to manufacture or import the chemical pursuant to 40 CFR 720.25.

102-2. Q. How may abona fide intent to manufacture orimport a chemica be established?

A. In order to establish a bona fide intent to manufacture or import.a chemicd, information
must be submitted to EPA, as described at 40 CFR §720.25. EPA in 1995 revised certain provisons
of the bona fide procedures to establish a genuine intent to manufacture or import a substance. (60 FR
16298, March 29, 1995) This amendment reduced and smplified the then-existing andytica
information requirements, modified and clarified other existing information requirements, and requires
submitters to provide some additiona types of information in bona fide submissons.

Broadly, the amendments identify an infrared spectrum as the usua practice for characterizing
the new chemical substance. Reguirementsfor chemica identity information, and the description of
research and development (R&D) activities and use were modified and/or clarified. Three new
informetion requirements were established regarding the most probable manufacturing site and process
to be used, as wdll as an approximeate date when the submitter would be likely to submit a 85 notice for
the substance if it is not found in the Inventory. The amendments enable submitters to demondrate a
bona fide intent and EPA to better protect the CBI of the original submitters of Inventory substances.

Submitters of abona fide must provide:

(1) The CA Index Name, and a correct CASRN (if the substance dready hasa CASRN
assgnedtoit) (correct CA nomenclature is not required when a reported substance involves
the use of a purchased proprietary reactant. Thisis dueto logistical obstacles involved in
generating correct CA identifications for substances based on multiple submissions of parts of
the overdl identity from different sources. However, the submitter must coordinate with the
supplier to ensure that the remaining specific chemicd identity information is sent by the
chemical supplier directly to EPA in atimey manner, to complete the bona fide request and
initiate review by EPA. If the appropriate supporting document from the supplier is not received
within 30 days after EPA receives the submitter's bona fide, the bona fide will be consdered
incomplete).
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(2) A molecular formula and a complete or partid chemica sructure diagram if these

are known or reasonably ascertainable.’ (Failure to fully comply with the chemica identification
elements of this requirement will result in the bona fide being declared incomplete by EPA and
returned to the submitter.)

(3a) A brief description of the research and development activities conducted to date related to
the substance, including the year in which the person first started to conduct research or
development activity on the substance, and the generd types of research and development
activities conducted thusfar (e.g., synthesis, substance isolation/purification, formulating,
product development, process development, end-use application, toxicity testing, &c.). The
submitter must aso indicate whether any pilot plant or production-scale plant eva uations have
been conducted involving the manufacture or processing of the substance.

(3b) (alternative to 3a, above) If an importer is unable to pravide the information described in
(3a) from aforeign manufacturer or supplier, the following information shal be submitted
ingteed:
(i) A brief satement indicating how long the substance has been in commercid use
outsde of the United States.
(ii) The name of acountry in which it has been commercidly used.
(ii1) Whether the importer believesthat the substance has dready been used
commercidly, in any country, for the same purpose or gpplication thet the
importer is intending.

(4) A specific description of the maor intended application or use of the substance.

(5) An infrared spectrum of the substance, or aternative spectra or other datawhich identify
the substance if infrared analysisis not suitable for the substance or does not yield a reasonable
amount of gructurd information. When using dternative spectra or instrumenta andys's, the
person must submit a spectrum or instrumental readout for the substance.

(6) The estimated date (month/year) in which the requestor intends to submit a Premanufacture
Notice (PMN) or exemption request under 85 for this substance if EPA informs the notice
submitter that the substance is not on the Inventory.

(V) The address of the facility under the control of the submitter a which the manufacture or
processing of the substance would most likely occur. For an imported substance, the facility
under the control of the importer a which processng of the substance would likely occur, if

any.
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(8a) For substances intended to be manufactured in the United States, a description of the most
probable manufacturing process that would be used by the submitter to produce the substance
for non-exempt commercia purposes.

(8b) (alternative to 8a, above) For substances intended to be imported, a brief description of
how the submitter is most likely to process or use the substance for acommercid purpose. If
the substance is not expected to be processed or used at any facility under the importer's
control, a satement to this effect must be included aong with adescription of how the
substance will be processed or used at Sites controlled by others, if this information is known or
reasonably ascertainable.

If an importer cannot provide the chemicd identity information required because it is clamed
confidentia by its foreign manufacturer or supplier, the foreign manufacturer or supplier must supply the
required information directly to EPA in accordance with 8720.45(a)(4) and reference the importer's
notice. If the gppropriate supporting document from the foreign party is not received within 30 days
after EPA receives the importer's notice, the notice will be considered incomplete.

If amanufacturer cannot provide dl of the required information in accordance with
§720.45(3)(1), (2), and (3) because the new chemical substance is manufactured using a reactant that
has a specific chemicd identity claimed as confidentia by its supplier, the notice must contain chemica
identity information that is as complete as known by the manufacturer. In addition, a letter of support
for the notice must then be sent to EPA by the chemica supplier of the confidentid reactant, providing
the specific chemical identity of the proprietary reactant, in accordance with 40 CFR 720.45(a)(5).
The letter of support must reference the manufacturer's notice. 1f the appropriate supporting document
from the supplier is nat received within 30 days after EPA receives the manufacturer's notice, the notice
will be consdered incomplete.

On receipt of an adequate statement of bona fide intention, EPA will search both the
non-confidential and the confidential portions of the Inventory for the substance; and will notify the
intended submitter whether the substance can be found on the Inventory.

102-3. Q. What arethe bendfits of filing a Statement of bona fide Intent To Manufacture instead of a
full PMN or LVE or LoREX gpplication?

A. For the submitter, there are benefits to each: there is no fee for filing abonafide, and the
review period is shorter (30 days). It isfrequently less costly to develop the Statement of bona fide
Intent than it is to develop a PMN or exemption application. On the other hand, EPA will search the
Inventory on receipt of aPMN or exemption gpplication, and will rgect the PMN and return your fee if
it isfound to be dready listed on the Inventory. If the materiad was not on the Inventory the 90-day
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review period for the PMN will start on receipt of the PMN. See 40 CFR 720.65(a).
102-4. Q. How soon will EPA natify the requester of the results regarding an Inventory search?

A. The submitter will be notified within 30 days after the submission is considered by EPA to
be complete and without chemicd identity problems.

102-5. Q. ISEPA capable of recognizing if achemica substance covered by a submitted PMN is
identical to one aready submitted by another submitter? What would be done in this case?

A. Yes. EPA hasput subgtantia effort into developing unambiguous naming rules for chemica
subgtances, so that Inventory listings will be unique and consstent. Using these rules, an Inventory
search upon receipt of a 85 submission would identify other submissionsfor the identical chemica
subgtance. If achemicad was on theinitid Inventory or if aNotice of Commencement has been
received for a previoudy identified new chemicd, the PMN substance would be viewed as an existing
chemica substance, the PMN substance would be declared excluded from reporting, and the PMN
submitter would be notified. 1n such instances, any user fee submitted with the PMN would be
refunded.

102-6. Q. How can asubmitter find out whether: (a) aparticular polymer is on the confidentid TSCA
Inventory? or, (b) areactant in aparticular polymer is on the confidentid Inventory?

A.The Inventory status of your polymer can be determined by filing aNotice of bona fide
Intent to Manufacture (see 40 CFR 8720.25 or contact the TSCA Hotline on 202 554-1404). You
may not file a Notice of bona fide Intent to Manufacture on the reactant unless you have abona fide
intent to manufacture or import it. It isthe respongbility of the manufacturer or importer of the reactant
to determine the Inventory status of the reactant. If you file a PMN on your polymer EPA will check its
Inventory status and, if it is on the Inventory, will notify you that you are free to proceed with
manufacture of the polymer.

102-7. Q. | wishto import apolymer under the Polymer Exemption containing grester than two
percent of areactant (monomer) not on the public TSCA Inventory, but which may be on the
confidentia Inventory. On what do | fileabona fide? If dl | plan to import isthe find polymer, how
do | know whether it now qudifies for the new Polymer Exemption criteriaor if | need to filea PMN
for the polymer?

A. If the monomer is on the confidentia Inventory, your polymer may be digible for

exemption. See 40 CFR 723.250(d)(4). If itisnot, aparty that intends to manufacture or import the
monomer must have it go through the PMN review process and commence its manufacture or
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importation to alow it to be used in an otherwise exemptible polymer. Y ou may not file a Notice of
Bona Fide Intent to Manufacture on the reactant (monomer) unless you have a bona fide intent to
manufacture or import it. Y our supplier, if inthe U.S,, could file abona fide on the monomer. If your
supplier isnot in the US it does not have standing to file a bona fide on the monomer.

Thereisredly no way to find out whether a substance is on the confidentia Inventory unless
you intend to import or manufacture that substance itsdlf. Therefore, the only substance for which you
can fileaNotice of bona fide Intent isthe find polymer. If the polymer is on the Inventory, no PMN
will be needed. If not, you will need to filea PMN for the polymer. See
www.epa.gov/oppt/newchems/polyguid.pdf.

102-8. Q. Istherearequired form to usein submitting'aNotice of bona fide Intent?
A. No.

102-9. Q. Can abona fide intent notice be sent by courier service? | had abona fide notice returned
by my courier service. What went.wrong?

A. Theroom a which bona fide submissions are accepted is only open until 4 pm. If a courier
service comes after that time it will be turned away. The address for sending a bona fide by courier is

Confidentia Business Information Center
OPPT Document Control Office (DCQ)
EPA East Building (old ICC)

1201 Constitution Avenue, NW

Room #6428

Washington, DC 20004

Y ou can give the courier the phone number (202) 564-8930, to cdl if there are delivery problems.
103 Chemical Identification

103-1. Q. Asrequired by the 1995 amendments, how can a correct Ninth Collective Index (9Cl)
Chemica Abstracts (CA) name for anew chemica substance be obtained?

A. Thisis governed by 40 CFR 720.45(8)(3). A CA name can be obtained directly from the
Chemica Abstracts Service (CAS) Inventory Expert Service (CASHES, IES), by using an dternative
source, or by developing your own CA name. If asource other than the CASIESis used and any
chemicd identity information is determined by EPA to be incorrect, the notice will be declared
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incomplete and the submitter will be responsible for correcting the chemica name prior to the art of
the review period.

(NOTE: non-IES CAS personnd, including other Registry Services employees, assgn CA names and
numbers. They are not specificdly trained in TSCA Inventory requirements and policies, and the
requirements of Method 1 are not satisfied by giving a CAS name and number-assigned by any non-
|ES source. See www.epa.gov/oppt/newchems/guideman.htm and choose the link titled "Revisions of
Premanufacture Notification Regulations, Find Rules’ (60 FR 16298; March 29, 1995)” for the
complete mechanism for obtaining the CA nomenclature under Method 1 or Method 2.)

Persons who use the CAS Inventory Expert Service must submit a copy of the chemical
identification report from CAS with their notice. The person must aso identify in the 85 submisson
form which method was used to develop or obtain the specified chemica identity information. Mark
Method 1 for the CAS Inventory Expert Service. Mark Method 2 for any other source.

Y ou must provide the correct CA name for the substance, based on the Ninth Collective Index
(9CI) of CA nomenclature rules and conventions, and consstent with listings for smilar substancesin
the Inventory. For each substance having a chemica compostion that can be represented by a specific,
complete chemical structure diagram (a Class 1 substance), a CA Index Name must be provided. For
each chemica substance that cannot be fully represented by a complete, specific chemica structure
diagram (a Class 2 substance), or if the substance is a polymer, a CA Index Name or CA Preferred
Name must be provided (whichever is appropriate based on CA 9CI nomenclature rules and
conventions). In addition;, for a Class 2 substance, the notice must identify the immediate chemica
precursors and reactants by specific chemica name and Chemica Abstracts Service Registry Number
(CASRN), if the number is avallable. Tradenames or generic names of chemica precursors or
reactants are not acceptable as substitutes for specific chemica names.

EPA only congders asubmitter to have used Method 1 if a copy of the CAS-IESreport is
attached to the notice submitted to EPA. If aCASIES report is not attached to the notice, EPA
congders the chemica identity information to have been obtained under Method 2, even if the Method
1 box is marked on the notice.

103-2. Q. How can | obtaininformation about CAS Inventory Expert Service?

A. Information on this service including available resource materidsis avallable via telephone
(614-447-3600 or 800-848-6538 ext. 2308) or by facsimile (614-447-3747).

103-3. Q. | am manufacturing anew chemica substance using my supplier's proprietary chemicd asa
reagent. How can | obtain a CA name for the new substance when | only possess partia information?
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A. You cant, and in this case, you need not obtain aCA name. Y ou should provide al the
information you have on the chemicd identity of the new substance (including the specific identities of
the reactants you know, the nature of the reaction, and the types of products formed) and the
proprietary reactant directly to EPA and aso have your supplier submit aletter of support with the
specific chemica identity of the confidentid reactant to EPA, referencing your company's name and
ether a prencotice communication (PC) number or the TSCA user fee identification number. See 40
CFR 720.40(e)(2). The notice will not be considered complete until the supplier has provided the
proprietary chemicd information to EPA, gopropriately referencing your notice. EPA will develop the
name for its own use on the Confidentia Inventory, but will not divulge the name to you.

103-4. Q. How does a submitter obtain a CAS Registry Number for aPMN substance when the
PMN substance identity is confidentia? Does EPA assign a CAS Registry Number to every chemical
which has gone through the PMN process and for which a Notice of Commencement has been
received?

A. EPA itsdf does not assgn CAS Registry Numbers, they are devel oped by the Chemica
Abstracts Service. PMNs for chemicals whose specific chemica identities are claimed asCBI in a 85
submission, and which have no existing CAS Registry Number, can be submitted without a CAS
Registry Number. For such aconfidential substance, EPA will develop an Accession Number. See 40
CFR 720.25(b)(1). An Accession Number isafive- or six- digit number used to identify CBI
chemicaslisted in the Inventory by their generic chemica names.

If aCAS Registry Number is obtained for a substance, CASwill in al cases publish that
chemica name and the number. The existence of the substance will then be public knowledge through
CAS s publicly available databases. However, asubmitter can (but need not) request a CAS Registry
Number for the substance in the course of getting a name from the Inventory Expert Service, and can
clam that CAS Registry Number confidentid in the filing. This can keep the association of that
substance with the submission of the PMN a secret. It isaso possible for a submitter to fileaPMN on
a subgtance which received a CAS Registry Number long before (for R&D use, for example, or for
commerce in other countries), and have the association of that number with the PMN be kept
confidentia. If thereisa CAS Registry Number for a substance, the submitter must include it in the
PMN, at least in the CBI version of the PMN.

In filing anon-confidentiad PMN for achemicd, the submitter need not report a CAS Registry
Number unless one dready exigts for that substance. If the PMN successfully completes review and the
submitter files a Notice of Commencement, EPA will then have CAS develop a CAS Registry Number
for the substance.

103-5. Q. How can | obtain aNinth Collective Index (9Cl) Chemica Abgtracts (CA) name for an
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imported substance whaose identity is clamed as confidentid by its foreign manufacturer?

A. Your foreign supplier must follow the same procedures as a U.S. submitter to obtain a CA
name and provide the correct chemica identity to EPA asaletter of support, clearly referencing your
notice and the PMN user fee identification number or a prenotice communication number, If one has
been obtained. Information can be obtained from the CAS Inventory Expert Service by telephone
(614-447-3600 or 800-848-6538 x2308) or by facsimile (614-447-3747). See 40 CFR
720.40(e)(2) and the PMN Ingtructions Manud for further informationon joint submissons or letters of

support.

103-6. Q. To what extent must Chemica Abstracts Service (CAS) nomenclature be used in an
exemption application congdering these substances are not on the TSCA Inventory?

A. Correct CAS nomenclatureis required in exemption gpplications. See generdly 40 CFR
part 723. The efficient characterization and assessment of ‘@ssociated risks of a substance proposed for
exemption in ashort time period relies on the receipt of accurate and cons stent nomenclature. EPA
must make the finding that the substance proposed for exemption will not present an unreasonable risk
before EPA may approve an exemption. A correct Ninth Callective Index (9Cl) Chemica Abstracts
(CA) name must be provided in an exemption notice. Submitters may directly use CAS Inventory
Expert Service or develop a name on their own or through another source.

103-7. Q. If achemica substance is clamed confidential, must a generic chemica name be submitted?

A. Yes A generic name must be submitted. The name must be only as generic as necessary
to protect the confidentia chemica identity and must revea chemica identity to the maximum extent
possible. See 40 CFR 720.85(a)(2).

103-8. Q. What would heppen if the PMIN chemical identity is clamed as CBI but the generic name
submitted in the PMN istoo broad? Would EPA declare the PMN incomplete?

A. Typically we wouldn't declare the PMN incomplete. However, the PMN may be declared
incomplete if the generic chemica name is so inufficient as to reved little or nothing about the chemical
compasition. EPA will not usudly review the adequacy of the generic name or generic description of
uses during the review period. We may choose to review the generic name/use at the time we receive a
Notice of Commencement under 40 CFR 720.102. More importantly, if EPA decidesto regulate a
PMN substance, we would notify the submitter that she will have to negotiate with us the generic
chemica identity for Inventory purposesif that name is not consdered adequate.

103-9. Q. What isEPA's procedure when EPA deve ops a replacement generic name for the
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Inventory? Will the manufacturer or importer have an opportunity for input prior to publication?

A. If the generic name submitted on the PMN istoo generd, as determined by EPA, the
submitter is contacted and encouraged to work with EPA to develop a generic name acceptable to
both. See 40 CFR 720.85(3)(3).

103-10. Q. | amintending to submit aPMN on amaterid which | will make with a confidentia
supplied feedstock, which will be identified to EPA in a Letter of Support. However, | have a pretty
good ideawhat isin this materid, and | do not want to be tied to this supplier indefinitey to make my
material. What do | need to do to be able to use dternate sources for my feedstock? In asimilar
gtuation, | am using a process stream (byproduct) materia bought from another company asaraw
materid. What should | cdl it? If | cdl it by the name its maker sdisit under, am | going to be
committed to purchasing their materid only, even though other materias (currently higher-priced) would
serve my needs?

A. If you are unable to reach anagreement with your supplier to divulge to you achemica
identity, or if you are usng amaterid which has a chemica name specific to that provider, you canfilea
consolidated PMN with EPA. See 48 FR 21734, May 13, 1983, and
www.epa.gov/oppt/newchems/cons x.htm. One of your filingswill include the current intended
feedstock, and your other filing(s) will include other feedstock(s) or reactants (either other confidentia
materids or fully identified materia[s]) that can be used to make the PMN substance you want to
manufacture. When you purchase a fully identified feedstock or reactant, you must use the same name
for it asisused by its manufacturer for TSCA purposes.

In the case of aconfidentid material, EPA clearly cannot offer you any information about such a
consolidated PMN which would enable you to determine that the PMN substance you plan to
manufacture from a proprietary reectant is the same as one you would make from a reactant that is fully
identified to you. Thus, EPA cannot respond to a consolidation in away that would provide
information which could help you determine the specific chemicd identity of the confidentia feedstock.

103-11. Q. | intendto submit a PMN on aproduct which as synthesized will contain an impurity
whichis difficult to remove, and therefore will remain in the product as sold. What should be tested,
the intended sde product or the product with the impurity removed?

A. Test the product asit isintended to be sold. See 40 CFR 720.45(a)(1). It isimportant
that, in the PMN, you ensure that the description of the product tested is unambiguous.

104 Nomenclature
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104-1. Q. What method does EPA prefer a submitter use when describing a chemica substance?

A. 40 CFR 8§720.45(a) requires that submitters of 85 notices provide the correct Chemical
Abgtracts (CA) Name or CA Preferred Name for each chemica substance included inthe notice
(“reported substance’) that is consistent with TSCA Inventory listings for amilar substances.

Persons who request a search of the confidential Inventory by demonstrating a bona fide intent
to manufacture or import a chemical substance for commercia purposes (“bonafide’) are dso required
to provide correct CA nomenclature and chemical identity information in accordance with 40 CFR
8720.25. EPA dso requiresthat avaid Chemica Abstracts Service (CAS) Registry Number
(CASRN) consigtent with the CA name be reported in a Section 5 notice or Notice of bona fide Intent
to Manufacture for the substance if a CASRN dready exists for that substance.

Before the 1995 amendments, the PMN regulations indicated that CA nomenclature was the
preferred chemical nomenclature system for PMN reporting, but it was not required. Therefore,
submitters were able in the past to identify the PMN substance using dternative nomenclature.
Currently, however, having the correct CA identification for a substance is important to EPA because
the reporting of incorrect, inconsstent, ambiguous, or obsolete chemica names, molecular formulas, or
chemica structure information, or names that are not CA Index or CA Preferred Names, causes extra
resources to be spent by EPA to search the Inventory and establish the best descriptions for substances
under TSCA.

Although the amended regulations only require that CASRNSs be reported for substances that
dready have them, EPA strongly recommends that submitters provide CASRNs for dl reported
substances, especidly when the chemica identity IS not being clamed as confidentia business
information (CBI). Thefact that a CASRN exists does not prohibit a submitter from claming this
information as confidential. Having more substances reported with CASRNs will save EPA resources
involved with chemical review and Inventory searching.

Submitters must provide a CA Index Name or CA Preferred Name that is consistent with the
gpplication of the Ninth Collective Index (9Cl) of CA nomenclature rules and conventions. (This
definitive set of rules and conventions for CA nomenclature has been used since 1972.) Whether to
report a CA Index Name or Preferred Name for a substance depends on whether the chemica identity
of the substance is well-defined, indefinitely described, or poorly defined.

All of the chemicd identification requirements described above should be satisfied if the
submitter usesthe CAS Inventory Expert Service, which isa specid service of CASfor identifying
substances to be submitted under TSCA. Submitters may aso choose to use the services of another
chemicd information service or consultant that the submitter considers capable of generating correct
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CA names, chemica dructure diagrams or molecular formulas where gppropriate, and obtaining
exiging CASRNs. Alternatively, the submitter can search publicly available databases to retrieve this
informetion, if available, or attempt to generate a name without assistance from another person or
organization, if the submitter has sufficient knowledge about the Ninth Collective (9Cl) Index of CA
nomenclature rules and conventions and about how smilar substances are named for the Inventory.

Information describing CA nomenclature rules and conventions can be obtained from CAS. In
addition, EPA has prepared a series of Inventory nomenclature guidance documents that are intended
to generate better understanding of how various classes of substances or types of complex product
combinations are identified for TSCA purposes. Severd of these guidance documents have been
posted to the New Chemicas Program's Internet site: New Chemicas Program Webste, which can be
found at www.epa.gov/oppt/newchems. The Inventory guidance documents provide informal technical
guidance that isintended soldly to illustrate how various types of substances are represented on the
TSCA Inventory based on the information provided by the submitters. The guidance documents are
not intended to be used for identifying substances for reporting purposes or for determining the need to
report. Generaly, EPA has attempted to maintain a congstent Inventory by closdly following the
guidance contained in the guidance documents . However, EPA cannot guarantee that the guidance
discussad in these guidance documents has been applied to al substances listed on the Inventory.

These guidance documents are also available from the TSCA Hotline at (202) 554-1404, TTD
(202) 554-0551, or tsca-hotline@epa.gov

For well-defined substances appropriately named using CA Index nomenclature, the specific
chemica name chosen as most accurately describing the substance should be based on al information
that the submitter can reasonably ascertain about its chemica structure, including, where applicable, the
degree of structurd specificity of the substance (e.g., whether a specific isomer isintended to be
manufactured in the reaction that produces the substance). For poorly defined substances properly
named usng CA Preferred nomencl ature, the specific name of choice should be based on the
submitter's knowledge of the identities and sources (synthetic, isolated by processing from certain
naturaly occurring materias, etc.) of the chemica precursors used, the nature of the reaction or method
of isolaion, and the types of chemical substances condtituting the product combination, etc. For naming
any kind of substance, the submitter's knowledge of impurities or byproducts is dso a congderation.

When more than one substance results from a reaction, one should determine whether the
product combination can be viewed for TSCA purposes as a mixture of separately reportable
substances. For example, when the intended product combination is known to dways be completely
compased of a specific number of identified substances that do not react with one another, the
combination can be represented as a mixture of individua components. If thisis not the case, asngle
chemica name must be used to collectively describe the product combination as one substance. See 40
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CFR 8§720.3(€). Where the chemical components can be represented as a mixture, they may be
reported in asingle PMN as long as the components are al produced in the same reaction. Otherwise,
multiple PMNs or a consolidated PMN (requiring pre-approva by EPA) must be submitted.

Other chemica identity information required at 40 CFR §720.45(a) includes molecular formula
and chemical structure information. However, for substances not able to be characterized by asingle
chemicd dructure, the regulations require the submitted representative or partia structura diagram to
be as complete as known to or reasonably ascertainable by the submitter. Failure to fully comply with
the chemicd identification dements of this requirement will result in the notice being declared incomplete
by EPA pursuant to 40 CFR 8§720.65(c)(1). Such incomplete noticeswill not be processed or
reviewed by EPA until the chemicd identification requirement is satisfied, and in some cases EPA will
require that the notices be re-submitted.

Concerning the degree of chemica structure information that can be reasonably ascertained for
agiven substance, submitters should understand that, for TSCA Inventory purposes, al substances are
categorized by EPA into two groups according to the degree of certainty about the chemical structure
of asubstance: Class 1 and Class 2. Class 1 substances are those of precisely known chemical
composition for which asingle; complete structura diagram can be drawn. Class 2 substances are
those having chemica compositions not completely definite or known; therefore, a Class 2 substance
cannot be characterized by one definite, complete chemical structure diagram. The amended
regulations require complete structural diagrams to be provided for Class 1 substances; for Class 2
substances, representative or partial structure diagrams are required that are as complete as can be
reasonably ascertained from the Class 2 chemical identity.

104-2. Q. When a prepolymer isone of the precursors of a polymer, what should be considered to be
the condtituents of the fina polymer: the ultimate reactants from which the prepolymer was
manufactured, the prepolymer itsdlf, or what?

A. The choice should follow Chemicd Abstracts (CA) nomenclature rules and conventions for
its Ninth Collective Index (9Cl). See 40 CFR 720.45(a)(1)(i). With relatively few exceptions,
polymers are named on the basis of their starting monomers/reactants. Thus the name of a prepolymer
derived from dimethyl terephthaate and 1,4-butanediol would be based on those particular reactants.
As an example of ‘an exception to this generdization, athough polyethylene glycol may be thought of as
ahomopolymer of ethylene oxide, it is not named as a homopolymer under CA naming practices, but
rather according to the structural repesting unit (SRU) and end groups present:

“al pha-Hydro- omega-hydroxy-poly(oxy-1,2-ethanediyl).” Similarly, polydimethylsiloxane is named
on the basis of its structurd unit: di-Me Siloxanes and Silicones (and is considered to be end-capped
with trimethylsilyl groups). If aprepolymer is named so as to represent a certain structurd feature or
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definite repesting unit, its name cannot be decomposed into ultimate monomers for the purpose of
naming the final polymer. EPA's conventions for representation of polymeric substances are discussed
in grester detail in a 1995 nomencl ature guidance document, “ Toxic Substances Control Act Inventory
Representation for Polymeric Substances’ which can be retrieved at
WwWWw.epa.gov/opptintr/newchms/polymersitxt and is dso available from the TSCA Hatline: voice (202)
554-1404; facsimile (202) 554-5603.

104-3. Q. Doesthe*“Two Percent Rule’ apply to the actua reactantsused, or to the ultimate or
putative reactants?

A. With rdaively few exceptions (such as when polymers or prepolymers having SRU names
are used), the ultimate reactants should be the basis of the gpplicability of the 2% rule to the chemical
identity of the polymer, if their weight percent vdues are dl known. Thus, if @ new polymer is made
from the polymer of dimethyl terephthalate and 1,4-butanediol in the answer above, plus additiona
dimethyl terephthalate and ethylene glycol, the final polymer name would be based on three condtituents
(assuming each is used at over 2%), and the total amount of dimethyl terephthaate would be the sum of
the separate contributions. 1f the weight percentage is known for each of the starting monomers, those
contributing no more than two percent by weight to thefinal polymer may be omitted from the identity.
If ahomopolymer is used as a prepolymer congtituent, the identity of the derived polymer should be
based on the ultimate monomer, except where CA practice differs due to the applicability of SRU or
other structure-based nomenclature (see the document referenced in the answer to the previous
question). Although calculation of the percentage composition of a polymer may be based ether on
your determination involving the amount incorporated or from the amount charged to the reactor, the
identity should be based on the ultimate monomers or other reactantsif their weight percentages are all
known.

When a charged polymer (or prepolymer) is named using SRU or other structure-based (e.g.,
dloxanes and silicones) nomencleture, the 2% rule is applied to the charged polymer asawhole,
because one doesn't know exactly which ultimate monomers were used to make that polymer. On the
other hand, if the charged polymer or prepolymer has a monomer-based name and one knows the
percentage which each of the ultimate monomers condtitutes in the charged polymer, then the 2% rule
gppliesto the ultimate monomers. Where one does not know the percent composition of each of the
ultimate monomers, the 2% rule should be gpplied to the charged polymer as awhole entity.

104-4. Q. Isasubstance which is chemicdly identical to one on the Inventory, except that one of the
elements present has been isotopicaly enriched, covered by the Inventory listing of the materid made
with the corresponding non-enriched (natura isotopic ratio) eement?

A. No, it isnot covered. For such substances the depl etion/enrichment process is generaly
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accomplished chemically, not by nuclear reactions. Consequently, it is differencesin chemica
propertieswhich alow the depl etion/separation. Nuclear-source materials, as defined at §720.3(8)(3),
are excluded from the definition of achemica substance at 40 CFR 720.3(e), and if there were a
specific case of enrichment accomplished by nuclear reactions we would consider whether this policy
gpplied. Consequently, EPA considers a substance of which the isotopic composition has been
modified to be a different chemica substance, and if it does not have a separate Inventory listing it will
be “new,” regardiess of how similar its chemigtry isto that of the ordinary-ratio (non-depleted, non-
enriched) substance.

The Inventory contains a number of listings for substances enriched for specific isotopes (e.g.,
Zinc oxide (ZnO), Zn-64 depleted [CASRN 175449-32-8].) There are also a number of isotopes
which have different chemical properties, which are separately listed on the Inventory (e.g., hydrogen,
deuterium, tritium), as well as chemica compounds which differ only in the isotopes used to make them
(deuterosulfuric acid, D,O,S, deuterotrifluoroacetic acid, C,DF;0,).

104-5. Q. Wewill be making an isotopically engineered product. \We may change our views on
which level of enrichment is optimal. Can we cover the range from the lowest to highest contempl ated
leve of enrichment in one submisson?

A. Yes, unlessthe enrichment leve is so high that the substance should be consdered and
named as containing just one isotope (that Is, the other isotopes would be appropriately considered to
be impurities)

105 Inventory Issues

105-1. Q. When the notice period expires without specific action by EPA, isthe chemica
automatically listed on the Inventory?

A. No. A new chemica substance is added to the TSCA Inventory only after a Notice of
Commencement (NOC) of manufacture or import is submitted to EPA under 40 CFR 720.102. The
PMN submitter must submit the NOC to EPA no later than 30 days after the first day of non-exempt
commercia manufacture or import. The NOC may NOT be submitted before manufacture or import
COMIMences.

105-2. Q. If the non-hydrated form of a chemica substanceis on the Inventory, must | fileaPMN on
the hydrated form?

A. A hydrate of achemica substance or a hydrate ion, formed by association of a substance
with water, is consdered a mixture and not reportable as such under TSCA. Only the non-hydrated
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formisincluded in the TSCA Inventory, and this non-hydrated form will represent al hydrated forms of
that substance. However, this provision does not gpply to the products of discrete chemical reactions
in which weter is areactant; for example. ameta hydroxide formed by the reaction of a meta oxide
and water [See 40 CFR 720.3(u)(2).]

106 Review Process
106-1. Q. What isthe review processfor aPMN or exemption notice?

A. Briefly,aPMN, LVE, LoREX, or TME submisson is recaved by EPA and initidly
checked for completeness. The Inventory is checked to seeif the subject material has aready been
liged. If the materid isfound on the TSCA Inventory, EPA will inform the submitter thet they are free
to commence non-exempt commerciad manufacture of the new chemica substance.

If the substance is not on the Inventory, it will be presented at the Chemica Review Mesting,
which will congder the substance. “Early review drops’ can take place a this stage, if the substanceis
smilar to aready-reviewed substances for which EPA has little concern. EPA uses the term “drop” to
mean that the chemical will not be regulated with a 85(e) Consent Order or SNUR.

Most substances move forward through a Structure-Activity meeting (and development of
profiles of exposure and releases) to a Focus meeting at approximately Day 23-27, which, for aPMN,
can result in thefollowing regulatory decisons.

1. request for up-front testing;

2. arisk or exposure-based 85(e) Consent Order,

3. anon 85(e) SNUR,

4. adecison that the PMN should move forward for a* Standard Review” for further analysis
by ateam of expertsin various disciplines,

5. arequest for asmal amount of additiona information to enable one of the decisions above
(cdled a*short question™), or

6. drop, or adrop with a*drop letter” expressing EPA’s concern and recommending certain

precautions.

(Focus meeting decisions are available on the PMN Status Report, posted within 2 weeks of decison
at www.epa.gov/oppt/newchems/pmnstat.htm).

It should be noted that in recent years, less than 5% of cases continue on from Focus through

the “ Standard Review” process. For such substances, there is a meeting of multi-disciplinary saff,
followed by intensive hazard-exposure-risk assessment for the substance. At Day 79-82, an
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interdisciplinary Decison Meeting is held and one of the following regulatory actionsis chosen:

1. request for up-front testing,

2. arisk or exposure-based 85(e) Consent Order,

3. anon 85(e) SNUR, or

4. drop or drop with a“drop letter” expressng EPA’s concern and recommending certain
precautions.

PMN exemptions, such asthe 45-day review test market exemptions, the 30-day review low
volume exemptions, and the 30-day review low release/low exposure exemptions, are either granted,
granted with conditions, or denied at the Focus Meeting. Regardless of the point during the review at
which aregulatory decison is made, pursuant to TSCA ‘85 the submitter is not free to begin
manufacture or import until the review period expires.

107 Notice of Commencement
107-1. Q. What information is required for a Notice of Commencement (NOC)?

A. A submitter is required to use the NOC form (EPA Form 7710-56) to provide al the
information required for a Notice of Commencement. The form must be signed and dated by an
authorized officid. If the chemica identity of the PMIN substance was claimed confidentia and the
submitter wishesto maintain that clam of identity as CBI, the submitter is required to substantiate the
CBI claimwhen submitting the NOC. Please refer to 40 CFR §720.102 for NOC requirements and
40 CFR 8720.85(b) for CBI substantiation.

107-2. Q. TowhomisaNotice of Commencement (NOC) submitted?

A. The completed NOC form should be submitted to the TSCA Document Control Office.
Themall addressis.

United States Environmenta Protection Agency
Office of Pollution Prevention and Toxics
Document Control Office (7407M)

1200 Pennsylvania Avenue, NW

Washington, D.C. 20460

Attention: Notice of Commencement

If delivering in person or sending by a courier service:
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United States Environmenta Protection Agency
Office of Pollution Prevention and Toxics
Confidentia Business Information Center (CBIC)
EPA East Building, Room 6428

1201 Condtitution Avenue, NW

Washington, DC 20004-3302

If using a courier service, please ingruct the courier that the Confidential Business Information Center
closesitsdoors at 4 pm, and delivery will not succeed if attempted after 4:00 PM.

107-3. Q. Where can a copy of the Notice of Commencement (NOC) form be obtained?

A. The NOC form (EPA Form 7710-56) is available from the TSCA Hatline at (202)
554-1404, by facsmile (202-554 5603), or on EPA New Chemicals Website at
WwWw.epa.gov/oppt/newchems/pmnforms.htm.

107-4. Q. For Notice of Commencement (NOC), when does Day 1 start for manufacturing? Isit the
day the reactor isfirst charged or the date of completion of thefirst lot? When does Day 1 gtart for
importation?

A. For anew chemica substance manufactured for nonexempt commercia purposes for the
firg time after expiration of the PMN review period, the first day of manufacture for NOC purposes
(“Day 1")isdescribed at 40 CFR 720.102(c)(iv) asthe date of completion of the first lot, and for
importation as the date the new chemica substance clears US Customs. (For more detall regarding
import, see US Customs Service regulations at 19 CFR Part 101 and §141.68.)

107-5. Q. IsaNoatice of Commencement (NOC) required for the first batch of a new chemica
substance, after the PMN review period is ovey, if it is manufactured for R&D?

A. If thefirg batch of anew chemicad substance manufactured after expiration of the PMN
review period is“ solely for R&D purposes’ and the research is conducted in compliance with the R& D
regulations, the submitter need not file aNOC. See 40 CFR 720.102(a).

A NOC must be submitted within 30 days of manufacture for a nonexempt commercia
purpose; “ nonexempt commercid purpose’ includes commercid R&D not in compliance with the R& D
regulations a 40 CFR 720.36. Thus, under 720.102(a) if the manufacturer does not comply with the
R& D regulations and record keeping requirements, a NOC must befiled.

107-6. Q. If you subgtantiate your confidentidity clams up front when you submit your PMN must
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you repest that substantiation at the time of the Notice of Commencement (NOC)?

A. Yes You mugt subgantiate your claim of confidentidity for chemical identity at-the time you
submit aNOC, if you want EPA to maintain your confidentidity claim after you begin manufacture.
According to 40 CFR 720.85(b), other types of CBI claims need not be substantiated at time of
NOC.(Notice of Commencement requirements are described in 40 CFR §720.102.) To substantiate
that claim, you must provide EPA with detailed answers to the questions listed at 40 CFR
720.85(b)(3)(iv). This substantiation must accompany your NOC. Y ou may be required to substantiate
other confidentidity clamsif EPA receives a Freedom of Information Act request on that informetion.

107-7. Q. A submitter isrequired to submit a Notice of Commencement (NOC) on or no later than
30 days after the first day of manufacture or import. What is the officid reporting date of the NOC, the
date the letter is postmarked or the date EPA acknowledges receipt?

A. Thedate that EPA’s Document Control Officer receives the letter is the reporting date of
the NOC. (Thisis consstent with the rule for receipt of PMNSs at 40 CFR 720.75(Q)).

107-8. Q. Doesthe Notice of Commencement (NOC) only apply to PMN chemicas or'doesit dso
aoply to the firgt time a submitter manufactures or imports an existing chemical?

A. TheNOC isused by EPA to determinethat a chemica substance which has been through
PMN review has actualy goneinto nonexempt commercia manufacture. Once a NOC is received, the
substance is put onto the Inventory. Thus, the requirement for aNOC ‘only applies to new chemicals
manufactured or imported for the first time for a nonexempt commercid purpose by the PMN submitter
after expiration of the PMN review period.

107-9. Q. Can excessmateria produced for R&D purposes be used for commercia purposes after
the PMN review period expires? How does thisimpact Notice of Commencement (NOC)
requirements? Must such use be precleared with EPA?

A. Excess R&D substance can be used for commercia purposes after the PMN review period
expireswithout any additiond authorization from EPA. However, no NOC may be filed until the new
chemical substanceis first manufactured for a nonexempt commercia purpose after expiration of the
PMN review period. In other words, aNOC may not be filed solely on the basis of quantities
previoudy manufactured under the R& D exemption.

40 CFR 8720.30(e) and (f) alow certain commercid uses of excess R& D materids, without

the submisson of aPMN prior to such use. Additiond information on the R& D exemption is provided
in EPA's Chemicd Information Bulletin “ Exemptions for R&D and Test Marketing” (1986-1,
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November 1986, Office of Toxic Subgtances), which is available from the TSCA Hotline and on
EPA’s New Chemicals Website at www.epa.gov/oppt/newchems.

107-10. Q. Isit true that no Notice of Commencement (NOC) is required for chemicas whose use
has been gpproved under an exemption (LVE, TME, LOREX)

A. Yes. No NOC isrequired to initiate use of chemicals gpproved under an exemption. This
is because the NOC is used to trigger entry of PMN substances onto the Inventory, and exempted
substances are not entered onto the Inventory.

108 User Fee

108-1. Q. What are the fees for submitting Premanufacture Notices and consolidated Premanufacture
Notices?

A. Persons other than small businesses are charged afee of $2,500 for each PMN or
consolidated PMN submitted. The same feeiis required for a Significant New Use Notice (SNUN).
See 40 CFR 700.45.

108-2. Q. What isthe fee for small businesses submitting a Premanufacture Notice or consolidated
Premanufacture Notice?

A.-Small business concerns pay afee of $100 for each PMIN, consolidated PMN, or SNUN
submitted (smdl is defined at 40 CFR §700.43 as acompany having less than $40 million in annua
sdes, where the amount includes sales of any parent or subsidiary company as well as those of the
submitting company. This includes a parent company’ s overseas sales as well as those of the United
States subsidiary company. See 40 CFR 700.45).

108-3. Q. What are the fees for exemption applications and exemption notices?

A. Thereisno feefor a Test Market Exemption, aLow Volume Exemption, or aLow
Release-L ow Exposure (LoREX) exemption.

108-4. Q. What isthe fee for Premanufacture Notices (PMN) involving intermediates in a synthetic
sequence?

A. Thefeefor each intermediate PMN is $1,000, except that small business concerns are

charged afee of $100 for each intermediate as well as each find PMN. The PMN for the find product
(except for asmal business) is$2,500. Intermediates MUST be in a direct sequence with the fina
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product - the reduced fee for each chemical intermediate in a synthetic pathway when accompanied by
PMN for the find substance on that pathway only appliesfor asequence. That is, if asubmitter
choosssto filefor “a’, “b”, “c”, and “€" of a synthetic sequence “d’6”b’6”c"'6”d"6"¢€", the Submitter
can fileasan intermediate for “d’ and “b”, mud fileasafind for “c’, and asafind again for “€’,
because “d” is missing from the sequence. Each find product is subject to afull user fee. See 40 CFR
700.43 and 700.45.

108-5. Q. Doesapedticide intermediate qudify for the intermediate user fee?

A. Mogtdonot. A single pesticide intermediate can never qudlify for the intermediate user fee
of $1,000 because the final pesticide product does not come under the jurisdiction of TSCA, but rather
FIFRA. See 40 CFR 700.43. Therefore a substance which will be transformed directly into a
pesticide isafind product in reation to TSCA, and does not mest the definition of an intermediate
Premanufacture Notice, at 40 CFR §700.43 because the fina product and intermediate(s) cannot be
submitted smultaneoudy to the New Chemicals Program. Thus a submitter of a PMN for asubstance
which will be made into a pesticide in asingle synthetic step pays the full PMN review fee. If, however,
asubmitter isfiling for “a’, “b”, “c”, and “d” of asynthetic sequence“d’6”’b"6”c’6"d"6"€’, where “€’
isapedicide, the submitter can file intermediate PMNsfor “&’ and “b” and “c”, and mudt file afind
product PMN for “d”, because “d” isthe fina product subject to TSCA jurisdiction.

108-6. Q. What isthe fee for asgnificant new use notice (SNUN)?

A. Thefeefor each SNUN is $2,500, except for smal businesses the fee is $100. See 40
CFR 700.45.

108-7. Q. What isthe feefor ajoint PMN submisson?

A. Joint submitters of a 85 natice are required to remit one appropriate fee for the type of
notice being submitted, e.g., aPMN, aconsolidated PMN, an intermediate PMN, or a SNUN,
regardless of the number of joint submitters for that notice. To qudify for the reduced fee for small
businesses, each joint submitter of a 85 notice must qualify as a smal business concern under 40 CFR
§8700.43 -- if any submitter is not “smdll”, the non-reduced fee must be paid. The small business
definition includes a parent company's overseas sales aswell as those of the United States subsidiary
company. See 40 CFR 700.45.

108-8. Q. When does EPA refund afee?

A. EPA will refund any fee paid for a 85 notice whenever EPA determines that the notice or
feewas not required. See, eg., 40 CFR 720.62. This can happen, for example, when the intended use
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described in the PMN is not actualy subject to TSCA jurisdiction or when the substance is dready on
the Inventory. In addition, EPA will refund when it determines that a notice is incomplete.

108-9. Q. Are separae dpha-numeric identification numbers used to identify and link-a notice with the
remittance fee otherwise known as“ TS-numbers’ needed when submitting an intermediate notice and a
fina product PMN?

A. Yes A separate TS User Identification number is needed when submitting for each
intermediate and the final product PMN, since they are separate notices. However, both/all numbers
may be used to identify asingle check.

108-10. Q. Weare developing a 3 step processto make anew chemica. An Inventory substancein
step #1 will yield new substance “A” that will only be used (Step #2) as our intermediate to make new
chemicd substance “B”, then “B” will be used to make new chemica substance”C” (Step#3). “B”
will predominantly be used as an intermediate for chemica “C” but asmal portion will be sold to other
companies. “C” isentirely afind product that will be sold externaly. All PMNs will befiled & the
sametime. If the PMN filing fee for intermediates is $1,000 if filed concurrently with the fina product,
and the fee is $2,500 for a findl product, whét filing fee must we pay for chemica “B”?

A. If any portion of aPMN chemicd isintended for sale or use as afina product, you must
pay the $2,500 fee. You canfilefor “A” asan intermediate a $1000, but “B” and “C” codt the full fee
for each. See 40 CFR 720.45.

108-11. Q. How do | submit the user fee for PMINSs and other 85 submissions?

A. A user fee must be remitted for PMN and SNUN 85 notices in accordance with 40 CFR
§700.45. You mug cregte a unique apha-numeric identification number (“TS-number”) to identify and
link your notice with the remittance fee. This six digit number must be placed on the first page of the
form in the boxes that have been provided. This number must also be placed on your fee remittance
whichis sent to:

EPA, Washington Financid Management Center (Mail Stop 3303)
P.O. 360399M

Pittsburgh, PA 15251-6399

Attn. TSCA User Fee

EPA uses a private bank in Pittsburgh to receive these fees. The bank will accept certified

checks, money orders and bank drafts only; after the bank has processed the payment, the TS-Number
is sent to EPA Headquarters with certification that payment has been made. EPA Headquarters then
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verifies that the appropriate remittance with a TS identification number corresponds to a user fee
identification number on a PMN and further processing of the notice commences. However, if a
problem arises in the payment procedure, (i.e., insufficient funds, improper usage of the TS-number),
the notice will be given incomplete notice status in accordance with 40 CFR 8§720.65(c). EPA will
inform the submitter in writing if this action is taken.

The notice and the fee are sent separately. Send your completed natice with origina signatures
and two copies to the OPPT Document Control Officer (DCO), whose address appears on page 1 of
theform. If you clam any confidentia business information (CBI), afourth, “sanitized” or redacted
copy isaso required.

108-12. Q. How do | choose auser fee number (“TS-number”)? What isit used for?

A. The submitter chooses this number. It is used by the bank which receives money for EPA
when it notifies EPA that the fee has been received, and also to enable us to assemble the parts of a
submission when additiona communications (letters of support, joint submissons, corrections) are sent
before a PMN/LVE number has been assigned. There are Sx spaces in the TS-number block on the
PMN form. In the past, we have actualy had duplication of TS-numbers, and these instructions should
make duplication lesslikely in the future: your TS-number should be a 6-character dphanumeric string.
It should include 2, 3, or 4 |etters. One or more numerals must be interposed between two letters (that
is, LLNNLL, LNNNLL, NNLLNL, NLNLNL are okay, LLLNNN, NNNNLL are not). We
recommend against company names, recogni zable words and numerica series (ROY 01X, X01DOW
are not good ideas). The TS-number should be unique to this submission from your company. Do not
give this number to a subsequent submission. If we get a TS-number with a submisson and it does not
comport with this guidance, we will cal the submitter and ask for a new number which does.

109 Consolidated Notices

109-1. Q. Isthere an adbreviaed procedure for submitting PMNs on structurally related new chemical
substances?

A. EPA dlows consolidation of PMN notices for up to Sx chemica substances with smilar
use, structure, and probable toxicology at the same time and for the same fee as a single substance.
See 48 FR 21734, May 13, 1983. Consolidated PMNs benefit submitters by reducing the
administrative burden of developing multiple 85 submisson forms for manufacture of two or more
gructuraly related new chemical substances which have smilar use, exposure, environmenta relesse,
and test data. EPA's review processis dso facilitated by reviewing smilar substances smultaneoudy.

EPA limits the number of substances that may be included in a consolidated PMN to Sx. See
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www.epa.gov/oppt/newchems/consix.htm.

Persons who intend to submit a consolidated notice shall first contact the Prencotice Coordinator
in the New Chemicals Prenctice Branch (refer to New Chemicals Program Contacts List) for approva
before submission of the notice. The Prenotice Coordinator will determine if the criteriafor
consolidation are met.

In the consolidated natice, the submitter shdl identify new chemica substances individualy by
submitting a separate chemica identity page for each new chemica substance, and each identification
must be supported by a separate report from the CAS Inventory Expert Service since Method 1 must
be used to name each substance. When other pages of the 85 submisson form differ between the
substances in the consolidated submission, they should be submitted separately aswell (generaly
identified as, e.g., page 6a, 6b, 6¢,, €ic). See www.epa.gov/oppt/newchems/confag.htm for more
details. Thisis not an abbreviated procedure: the 90-day statutory notice review period applies for
consolidated PMNs as it does for singular ones.

109-2. Q. Whereisthe consolidated PMN described in the Federd Register or in other publications?
What is the judtification for the Sx-member limit on consolidations?

A. EPA announced apolicy that it would accept submission of consolidated notices, subject to
the gpproval of each submisson by a Prenatice Coordinator, in the preamble of the May 13, 1983
Federal Reqgiger (Part 111 (C)(1)(b), 48 FR 21722, 21734-35) and discusses procedures for
acceptance of consolidated noticesin Section 11 (E) of the Instruction Manua for Premanufacture
Notification of New Chemica Substances.

When EPA initially accepted consolidations there was no limit on the number of substances
which could be submitted in one consolidation. A consolidation, though less demanding of EPA’s
resources than the same number of separate submissons of related chemicds, dtill requiresa
subgtantialy increased amount of effort over the assessment of a single submisson. EPA has decided
that it Is gppropriate to limit the number of substances in a consolidation to Six.

109-3. Q. Why must a submitter get a name from the Chemica Absiracts Service Inventory Expert
Service (CASIES) for each substance in a consolidation? Often, if one name has been bought from
the Inventory Expert Service, the others can be easly determined. The additional reports from the IES
seem 1o be an unnecessary additional expense to the submitter.

A. Consolidations are a two-step process. the intending submitter requests (from the Prenctice

Coordinators) approva to consolidate the PMN submissions for two to six substances. The
Coordinators gpprove or do not gpprove that request in consultation with New Chemicals Program
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chemigts. For that initid request, the names used for requesting consolidation need not be from the
IES. They should be specific enough that our chemists and other review personnel can decide whether
the materids are Smilar enough (chemicaly and toxicologicaly) thet their reviews can be conducted
concurrently with resulting savings of review cods.

For the PMN itsdlf, however, the submission can lead to incluson in the Inventory. Sources
other than the |ES have a higher, overdl, error rate in generating names, and this includes submitters
who try to develop additiond names by analogy to that of one member of an gpproved consolidation.
Though it has not been required, EPA encourages that any PMN submission covering asngle
substance be named by Method 1 (i.e, CASIES; see 40 CFR 720.45(8)(3)). If asubmissionis
incorrectly named, the process of declaring it incomplete and returning it to the submitter diverts EPA
resources from other important work of the New Chemicas Program.  The New Chemicas Program
will not review any consolidated PMN submission which does not include a.complete and correct
CASHES (that is, Method 1) name for each substance; to prevent EPA from having to deal with one
or more nomenclature errors. See www.epa.gov/oppt/newchems/confag.htm. The Method 1
requirement for consolidations is not satisfied by smply giving a CAS name and registry number to
substances which have been previoudy examined by non-IES CAS personnel.

Information on the CAS-IES service including available resource materidsis avallable through
614-447-3600 or 800-848-6538 (ask for the Inventory. Expert Service).

109-4. Q. How should anew chemica which, in agueous solution, existsin equilibrium with a“smilar
species’ (aso anew chemicd) be reported on the 85 submission form?

A. If you have structuraly-related substances in the Situation described above, you will likely
be given permission to submit a consolidated PMN notice (contact a Prenotice Communications
Coordinator for a PC number.) If thereisno intent to sal any of the components separately, and if they
are synthesized together, such amateria can also be reported as a Class |1 chemical substance per 40
CFR 720.45(3)(2).

109-5. Q. If production of aseries of metd salts of amodified organic acid isintended does each sdt
requireaPMN or can the entire series be declared in one PMN?

A. Each sdt that isintended to be manufactured must be reported in a PMN, and a Notice of
Commencement is required for each sdt that is manufactured. It may aso be possble, however, to
submit a consolidated PMN for up to six such sdts. Please note that consolidations will not be granted
for substances which are of different toxicologica concern even if they are chemicaly smilar. Consult a
Prenotice Communications Coordinator for further assistance.
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110 Joint Submissions
110-1. Q. May persons submit PMN noticesjointly?

A. Yes. For example, amanufacturer may submit jointly with atoll manufacturer, or an
importer with acustomer. The person responsible for the PMN requirements under 85(a) is required
to complete al mandatory sections of the form, to the extent that he or she knows or can reasonably
ascertain the required information, even if another person also submits a certain section. If ajoint notice
is submitted, the notice review period will not begin until EPA has recaived dl required parts of the
notice. Therefore, the person subject to the notice requirements should indicate to EPA who € se will
be submitting parts of the notice and identify those parts. EPA will acknowledge receipt of the notice
when it has received parts from dl of the joint submitters. Each person submitting the notice must also
assart dl confidentiality claims according to the procedures specified in the rule. See 40 CFR
720.40(e)(2).

110-2. Q. How would asubmitter fileaPMN for an imported substance whose identity isclaimed as
confidentid by its foreign manufacturer? How would the submitter obtain a Chemica Abgract (CA)
name?

A. The PMN would be submitted with a letter of support from the foreign supplier. The
foreign supplier must follow the same procedures asa U.S. submitter to obtain a CA name and provide
the correct chemica identity. Both submissions must clearly reference the PMN notice and PMIN user
fee identification number or a prenctice communication number.

A letter of support should be provided on the supplier's company letterhead. Since aletter of
support may be received separately by EPA, an identification number such asa TS-user fee number or
a Prenctice Communications number should be used to link a PMN with information from a supplier or
foreign manufacturer. The identica identification number should gppear on both pieces of
correspondence submitted to EPA ; otherwise, there may be a delay in processing the PMN. They may
be submitted no more than 30 days apart. See 40 CFR 720.40(e)(2) and the Instructions Manual for
further information on joint submissons or letters of support.

Information on the CAS Inventory Expert Service (CASIES) including available resource
materidsis available through 614-447-3600 or by facamile (614-447-3747). For generd Chemical
Abstracts Services call 800-848-6538.

110-3. Q. What should | do to ensure that EPA correctly identifies the parts of my joint PMN

submisson? Can a TS-number (the dpha-numeric identification number used to identify and link a
notice with the remittance fee) be used instead of a prenctice communication number to identify parts of
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ajoint PMN submisson?

A. ldentify the joint submitter in your notice and identify the section(s) which the person will
submit. We need an identifier which can be used to associate the different partsand itcanbea TS
number (check ID number) or a prenotice communication number. The TS number is required for use
in associating a PMN or SNUN with its fee, and can also be used to associate the parts of ajoint
submisson. A TS number will not ordinarily be generated in the case of ano-fee exemption application
(LVE, LOREX, €tc.), however in cases where no feeis required the submitter can still generatea TS
number and use it to associate the parts of ajoint submission, or can call a Prenotice Coordinator to
have a prenotice communication (PC) number assigned specificdly to identify parts of ajoint
submission.

111 Toll Manufacture
111-1. Q. What isthe definition of a“toll manufacturer?’

A. According to 40 CFR 720.22(a)(2), “If a person contracts with a manufacturer to
manufacture or produce a new-chemica substance, and (i) the manufacturer manufactures or produces
the substance exclusively for that person, and (ii) that person specifies the identity of the substance, and
controls the total amount produced and the basic technology for the plant process, that person must
submit the notice. If it is unclear who must report, EPA should be contacted to determine who must
submit the notice” The “customer” who contracts for the specific materid and who has basic control
over the process, amount made, etc., is for purposes of TSCA 85 the manufacturer, and filesthe PMN,
etc., and takes respongbility for the activity. Thetoll manufacturer who actudly produces the chemica
for the “customer”, does not file the PMN, though the toll manufacturer can in some cases have
proprietary process informetion, etc., which will'come to EPA with the PMN in the form of aletter of
support or joint submission.

112 Foreign Supplier

112-1. Q. How isthe chemica identity determined when the substance is received from aforeign
supplier?

A. If aprincipa importer does not know the specific identity of the new substance, the
submitter must contact the foreign manufacturer or supplier and have the specific chemica identity
information required in the PMN provided directly to EPA by the foreign party. See 40 CFR
720.25(@)(3)(1). In thisway, foreign manufacturers can protect confidentia business information. The
same holds true for U.S. manufacturers reporting chemicd substances made from reactants identified
only by ageneric or trade name. The submitter of the new chemica substance must have the supplier
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provide specific chemicd identity information directly to EPA before the notice can be consdered
complete. Thisinformation may be provided in aletter of support from the supplier or asajoint
submission (discussed in 40 CFR 720.40(e)(2), the PMN Instruction Manual, and in Q&A section
110, Joint Submissions, above).

112-2. Q. Doesaletter of support dlow the supplier or foreign manufacturer-to keep information
confidentid?

A. Yes, aletter of support dlows the supplier or foreign manufacturer to keep information
confidentid. The PMN submitter can substitute information not in their possession or control with a
trade name or brand name. However, the specifics of the unknown information must be provided by
the supplier or foreign manufacturer in order for the PMN review period to begin.

112-3. Q. How can| obtain a CA name for an imported substance whose identity is claimed
confidentid by its foreign manufacturer?

A. Your foreign supplier must follow the same procedures asa U.S. submitter to obtain a CA
name and provide the correct chemica identity to EPA as ajoint submission or letter of support, clearly
referencing your notice and PMIN user fee identification number. Information on the |ES service
including available resource materids is available through 614-447-3600 or by facamile
(614-447-3747). Chemica Abstracts Servicesin genera can be reached on 800-631-1884. See 40
CFR 720.40(e)(2) and the PMN Instructions Manua for further information on joint submission or
letter of support. In cases where the entire identity is known to neither party, each must tell EPA what
it doesknow, and provide EPA with.a CA name for the component(s) it provides.

113 Trade Mark Reactant (TMR) Supplier
113-1. Q. Who is considered atrade mark reactant supplier?

A. Trade mark reactant suppliers manufacture chemicals and supply them to other companies,
generdly under atrade name. Trade mark reactant suppliers can be either foreign or domestic
manufecturers. They may or may not be toll manufacturers, depending on the extent of control exerted
by the customer companies. EPA requires the exact chemical identity of atrade mark reactant for
purposes of new.chemical review. See 40 CFR 720.25(a)(3)(ii).

113-2. Q. How istheidentity of achemica supplied by atrade mark reactant supplier determined?

A. The chemicd identity of the substance supplied by trade mark reactant suppliersis often
kept confidentia. 1f the company being supplied is submitting a PMN and needs the chemica identity
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of the chemical substance supplied by the trade mark reactant suppliers to completeits PMN, the trade
mark reactant supplier can provide thisinformation to EPA by aletter of support or ajoint submission.
The trade mark reactant supplier and the company are co-partnersin providing chemica identity.

It is our experience that joint submissons are unusud in such cases: generdly the trade mark
reactant companies do not want to get involved in PMN submissions and prefer to submit letters of
support. EPA does not have a preference between letters of support and joint submissions.

Manufacturers do, in such cases, need to take reasonable steps to protect themselves againgt a
change of materiasin atrade mark reactant materid with confidential specific chemica identity, if the
trade mark reactant material is used as a condtituent in, e.g;; apolymer. EPA does not use brand
names in maintaining its Inventory, in part because formulations in branded materids can change and in
part because the TSCA regulatory apparatus is focused on substances rather than on formulations.
Rdiance on EPA's, or asupplier's, confirmation of TSCA Inventory status at the time of PMN filing
should be supplemented with an agreement that the supplier will notify the PMN submitter of any
changesin the chemicd identity of the material. A letter of support can be used.

114 Analytical Method Recommendations for Polymers

114-1. Q. Thereis no guidance on measurement of oligomer content. |s accumulated weight fraction
on agd permesation chromatography (GPC) trace an adequate determination? In the absence of GPC,
how can this be done?

A. Cumulative weight fraction is a commonly accepted method. EPA has not prescribed any
andytical methodology, so others may be acceptable, depending on circumstances.

114-2. Q. What arethe anaytica requirements with respect to insoluble polymers? Can inference
from melt flow data and comparison to other polymers be adequate? Can | use Monte Carlo
smulation methods (such as Qligo 5) to estimete the MW of an insoluble polymer theoreticaly?

A. EPA doesnot require any specific andytica methodology. Inference from physica
behavior, from comparison to close analogues, and from theoretical caculation is acceptable where
gppropriate or where other methods are ingpplicable. Monte Carlo methods, while widely used, have
not been subjected to much experimentd verification. If your polymer is expected to have vaues of
MW or oligomer content near the alowable thresholds, you should probably not rely too strongly on
such methods.

115 Test Data Requirements
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115-1. Q. What is EPA's definition of hedth or environmentd test data?

A. According to 40 CFR 720.3(ff), “Test data’ means data from aforma or informal test or
experiment, including information concerning the objectives, experimentad methods and materids,
protocols, results, data analys's, recorded observations, monitoring data, measurements, and
conclusions from atest or experiment. “Health and safety study” is defined at TSCA 83(b) and 40 CFR
720.3(k). The scope of the definition is quite broad and al-encompassing.. The Statutory definition is,
“any sudy of any effect of achemicd substance or mixture on hedth or the environment or on both,
including underlying data and epidemiologica studies, studies of occupationa exposure to achemica
substance or mixture, toxicologicd, clinica, and ecologicd, or other studies of a chemicd substance or
mixture, and any test performed under the Act. Chemica identity is aways part of a health and safety
study.” The scope of the definition elaborates that the study can be formal or informa, and can include
assessment of exposure effects and risk to human hedlth or the environment. See Q& A section 117
below for more on hedth and safety studies.

115-2. Q. What type(s) of test data must a submitter include with a 85 Notice to EPA?

A. Under 85(d)(1) of TSCA and 40 CFR 720.50, each notice must contain al test datain the
submitter's possession or control which are related to the effects on hedth or the environment of any
manufacture, processing, distribution in commerce, use or digposa of the new chemica substance or
any mixture or article containing the new chemica substance, or any combination of such activities.
This includes test data concerning the new chemica substance in a pure, technical grade, or formulated
form. Thefollowing types of test data must be submitted with afull report or sandard literature
citation: health effects data, ecologica effects data, physica and chemica properties data,
environmenta fate characteristics; monitoring data, and other test data related to human exposure to or
environmental relesse of the chemical substance.

Thereis no required minimum dataset! If, however, you are expecting to make a high volume
of the chemica substance (“high” is 100,000 kilograms per year or greater) you are likely to be asked
to conduct the New Chemicals Exposure-Based Core Data Set or High Production Volume Data Set.
A related discussion can be found on the Internet at: www.epa.gov/chemrtk/volchal.htm. See Q& A
#100-12 for more on EPA’s exposure-based policy. If EPA reviewers find that they need data not
included with the submission to be able to appropriately assess the substance, the submitter will be
required either to'suspend review and develop the needed data for submission to EPA before any
manufacture, or to agree to develop the data as part of a 85 Consent Order with EPA. (Thereisan
exception to this requirement, if the dataiis available in the open scientific literature. See 40 CFR
720.65(c)(1)(111) and Q& A #115-5.) In addition, all data must be submitted in English.

In addition, the submitter must describe other data known to, or reasonably ascertainable by,
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the submitter. See 40 CFR 720.50(b) for additiona details.
115-3. Q. Doesyour office want test data on smilar substances when a company submitsa PMN?

A. Tedt data on smilar substances can be extremely helpful, particularly if no data exist on the
new chemicad substance itsdf. EPA encourages the submission of data on smilar substances with the
premanufacture notice. 1f the submitter plans to submit a series of notices.on members of achemica
class, EPA encourages submitters to contact EPA and negotiate a testing program for that class prior to
submission of the PMNs.

115-4. Q. Can dternatives to the exposure-based base set of tests requested by EPA be submitted if
there are vaid scientific reasons?

A. Yes, if you reach agreement with EPA to do so, the standard 85(e) Consent Order can be
modified. EPA redizesthat there are often a number of different but acceptable means to provide
testing information. Companies can dways submit any datato EPA but EPA reviewers may not accept
the data as satisfactorily addressing the risk assessment issues EPA bdlieves need to be addressed for a
given chemical. EPA bdievesthat the core tests on the PMN substance are the preferred testing and in
any request to subdtitute a different test protocol, the protocol must be submitted to EPA in writing with
the rationale for that change. EPA must then approve the different tesi(s). EPA's acceptance of a
proposed test protocol not specified by EPA depends on multiple factors including the specifics of the
test substance, purpose of the testing, familiarity with specific procedures and equipment, validation of
the method, etc. Typical TSCA 85(e) Consent Orders require the use of OPPTS Harmonized Test
Guiddines. The OPPTS Harmonized Test Guiddines are available through the Internet at
www.epagov/opptstrshome/guidein.htm -- these guidelines have been developed by OPPTS for use
in the testing of pesticides and toxic substances, and the development of test data that must be
submitted to EPA for review under Federa regulations.

OPPTS has developed these guidelines through a process of harmonization that blended the
testing guidance and requirements that existed in the Office of Pollution Prevention and Toxics (OPPT)
and appeared in title 40, chapter |, subchapter R of the Code of Federd Regulations (CFR), the Office
of Pedticide Programs (OPP) which appeared in publications of the National Technica Information
Service (NTIS), and the guidelines published by the Organization for Economic Cooperation and
Development (OECD).

The purpose for harmonizing these guiddinesinto asingle sat of OPPTS guiddinesisto
minimize variations among the testing procedures that must be performed to meet the data requirements
both of the U. S. Environmental Protection Agency under the Toxic Substances Control Act (TSCA)
(15 U.S.C. 2601) and the Federa Insecticide, Fungicide and Rodenticide Act (FIFRA) (7 U.S.C. 136
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et seq.) and of other regulatory bodiesin OECD countries.
115-5. Q. How should test data be submitted if the datais available in open scientific literature?

A. Per 40 CFR 720.50(a)(3)(ii), if data appears in the open scientific literature, the submitter
need only provide astandard literature citation. A standard literature citation includes author, title,
periodica name, date of publication, volume, and page numbers. EPA encourages the submitter to
assigt EPA by providing a photocopy of the article, if desired. Thisis the only exception to the
requirement that al information must be submitted in English; open-literature reports can be submitted in
their original languages. If an English trandation is available, EPA encourages its submisson.

115-6. Q. How should test data be submitted if the datais not available in the open scientific
literature?

A. Per 40 CFR 720.50(a)(3)(i), if the data does not appear in the open scientific literature, the
submitter must provide afull report, and it must bein English. A full report includes the experimental
methods and materids, results, discussion and data analysis, conclusions, references, and the name and
addresses of the |aboratory that developed the data.

115-7. Q. What should a submitter do if astudy, report; or test is not complete when the noticeis
submitted?

A. Thisquestion is answered by 40 CFR 720.50(a)(4). EPA encourages the notice submitter
to schedule any testing so that it will be complete before the submission of a 85 notice. However, if a
study, report, or test isincomplete when a person submits a notice, the submitter must identify the
nature and purpose of the study; name and address of the laboratory developing the data; progress to
date; types of data collected; significant preliminary results, and anticipated completion date. If a
ggnificant preliminary result of atest or experiment is completed before the notice review period ends,
the person must submit the study, report, or test to the address listed on the notice form within ten days
of recalving it, but no later than five days before the end of the review period. If information becomes
available during the last 5 days of the review period, the submitter must immediately inform EPA by
telephone. (See dso the provison a 40 CFR 720.40(f) on “new information” obtained during the
notice review period.)

115-8. Q. Doesasubmitter need to resubmit data previoudy sent to EPA?
A. Not if the datawas previoudy submitted as non-confidentia. Per 40 CFR 720.50(d)(1), a

submitter need not submit any data previoudy submitted to EPA with no dlams of confidentidity if the
PMN includes the office or person to whom the data were submitted, the date of submission, and, if
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gopropriate, a tandard literature citation. On the other hand, if data were submitted with claims of
confidentidity, the submitter must resubmit the data with the 85 notice and any daim of confidentidity
under 40 CFR §720.80.

115-9. Q. Does a submitter need to collect data outside the United States for EPA?

A. Per 40 CFR 720.50(d)(3), a PMN submitter need not provide any data which relates only
to exposure of humans or the environment outside the United States. However, under 40 CFR
720.50(b), any non-exposure data known to or reasonably ascertainable by the submitter such as data
on hedlth effects (including epidemiologica studies), ecologicd effects, physicad and chemicd
properties, or environmentd fate characteristics must be provided.

115-10. Q. What scientific disciplines are represented on the Structure-Activity Team (SAT)?

A. Thefollowing scientific disciplines are represented on the SAT: chemidry, environmenta
fate, ecotoxicity, absorption/ metabolism, mutagenicity, oncogenicity, developmental/ reproductive
toxicity, neurotoxicity, acute toxicity, and subchronic/ chronic toxicity.

115-11. Q. Does EPA recommend pre-meetings to discuss new chemical testing needs?

A. Conaultation with EPA’s personnel prior to submission of aPMN (referred to as pre-
notice communication) can help submitters strengthen future 85 submissons. This consultation can be
accomplished through aletter to EPA ouitlining the proposed submission which may or may not need to
be supplemented by a meeting with EPA’s personnd. If a submitter plansto perform toxicity or other
testing on a new chemica substance, EPA will provide guidance on the types of tests that would be
useful to EPA in assesaing the heglth and environmental effects of the new chemical substance. This can
enable apotential submitter to begin needed work in advance of PMN review. Prenotice personnel
will coordinate EPA’ s response to a proposed submission, including scheduling of amesting if
necessary. Prenctice personned can usualy do at least as well, and often better, in meeting a submitter's
information needs through written communication supplemented by phone cdls as through a meeting.

Pre-notice meetings, as opposed to phone and letter consultations, are most often useful when a
potentia submitter wants an overal understanding of the review process and of the criteriawhich will
be usad to assess applications.

115-12. Q. We have studies provided to us by our parent company in aforeign country. They are not

written in English. We understand that we have to provide materia to EPA in English. How forma
does our trandation have to be?
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A. Thetrandation hasto be good enough that our scientists can confidently use the trandated
sudies in assessing the risk potentia of the chemica substance. A relaivey informd trandation can be
adequate, if it is clear to our assessors what has been done and how. If the trandation is unsatisfactory,
the New Chemicas Program may ask you to suspend the review period on your PMN-until an
adequate trandation is submitted.

115-13. Q. How will the toxicity information | provide be used by EPA to assessmy PMN chemica?

A. EPA ussstoxicity datafor the PMN substance when available and fills in data gaps with
toxicity dataon other chemicas with molecular structures smilar to the PMN substance (“structura
andogs’) to conduct risk assessments. If it is determined that a potentid risk exists during any part of
the life cycle of the chemica, EPA will look for ways to minimize potentia risks.- Risk management may
be accomplished through use of appropriate controls, including prohibition of releases to water, use of
workplace persond protective equipment or, for inhaation exposures only, the devel opment of anew
chemica exposure limit (NCEL). A NCEL is an air-borne exposure concentration in the workplace at
which an adult would be unlikely to suffer adverse effects if exposed for aworking lifetime. Exposures
above the NCEL require the use of respirators.

To conduct arisk assessment for non-cancer endpoints, EPA compares the estimated
exposures with no adverse effect levels (NOAEL s) or |owest adverse effect levels (LOAELS) from the
toxicity sudies. The ratio between the estimated exposure level and the NOAEL or LOAEL iscdled
the margin of exposure (MOE). The new chemicals program isusualy looking for aMOE of 100 or
greater foraNOAEL from a developmenta toxicity study or a subchronic sudy. The MOE should be
one order of magnitude larger when using a LOAEL (a MOE of 1000).

To conduct arisk assessment for. carcinogens, the estimated exposure is multiplied by the g1*
(or dopefactor) derived from acancer study (usually for a structural anaog) to give a cancer risk
estimate. EPA generally uses an acceptable risk of 10° (1 in 100,000) for workers and 10° (1in
1,000,000) for the genera population. ‘A NCEL for a cancer concern is developed based on a cancer
risk of 20* (1 in 10,000) but assumes aworker is exposed over an entire lifetime - amaximum of 250
days per year for 40 years out of a 70 year lifespan.

116 Environmental Fate'Data

116-1. Q. What information on physica and chemica propertiesis routinely needed for an assessment
of the environmentad fate of a PMN substance?

A. PMN reviewers assessng environmentd fate generdly need:
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« for solids, the melting point;

« for inorganic substances, water solubility at 25 degrees C, pH 7;

« for organics which hydrolyze, hydrolysis haf-life at 25 degrees C, pH 7; and
* resullts of aready aerobic biodegradation test

See Chemica Assstance Manua for Premanufacture Notification Submitters at
www.epa.gov/oppt/newchems/chem-pmn/chap2.pdf. EPA guidelines for testing methods, both for
Physica/Chemicd properties and specific environmenta fate values, are at
WWW.epa.gov/opptstrs’home/guiddin.htm.

117 Health and Safety Data
117-1. Q. What types of data are covered by EPA's definition of hedlth and safety studies?

A. “Hedth and safety study” is defined a TSCA 83(6) and 40 CFR 720.3(k). A hedth and
safety study means any study of any effect of a chemical substance or mixture on hedth or the
environment or on both, including underlying data and epidemiologica studies, studies of occupationd
exposure to a chemica substance or mixture, toxicological, clinical, and ecological, or other sudies of a
chemicd substance or mixture, and any test performed under the Act. Chemica identity is dways part
of ahedth and safety sudy. Not only is information which arises as a result of aformd, disciplined
study included, but other information relating to the effects of a chemical substance or mixture on hedth
or the environment isaso included. In sum, any data bearing on the effects of achemicad substance on
hedlth or the environment would be included.

117-2. Q. What types of hedlth studiesis EPA interested in?

A. Examples of hedth studies EPA is concerned with include: tests on mutagenicity,
carcinogenicity, developmentd toxicity, aguetic toxicity, etc.; data on behaviord disorders, derma
toxicity; pharmacological effects, mammalian aosorption, distribution, metabolism, and excretion;
cumulative, additive, and synergistic effects, subchronic, and chronic effects; worker inhaation and
dermd exposure monitoring; and structure/activity andysis.

117-3. Q. What are some of the core hedlth sudies that EPA may require? What are some additiona
data which can be useful?

A For those PMN substances meeting significant or substantial human exposure criteria (see
www.epa.gov/opptintr/newchms/expbased.htm) and warranting testing as determined by EPA, a
submitter may be asked to perform some or dl of the following hedth core tests on the PMN
substance: an Ames assay; an in vivo micronucleus (mice, gavage); an acute ord toxicity (rats, gavage);
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and a 28-day repeated dose ord study. Thislist isnot exhaudtive, if another study is believed to be
more appropriate for a specific substance, it may be substituted for one or more of these studies.
Examples of other types of information which may be sought include: for sats of pigments; dissociation
or stahility at pH 1.0; for powdered solids, particle Sze distribution; for aerosols, aerosol size
digtribution.

EPA’ s guiddines for testing methods, both for physica/chemica properties and specific
environmenta fate values, appear at www.epa.gov/opptstrshome/guiddin.htm. See Q& A section 115
for more on testing.

117-4. Q. What are some of the endpoints of maternd toxicity?

A. Maernd toxicity refersto mortdity, infertility, changesin body weight, |essened weight
gain, or organ weight, gestation length, clinical sgns of toxicity, food and water consumption, and
necropsy and histopathology findings.

117-5. Q. What isthe study design for a short-term in vivo developmenta toxicity study?

A. Anexample of asatisfactory short-term in vivo study design is one that includes:
* timed mating;
* implantation success;
* exposure of the mother during magor organogenesis midway to end of term (exposure groups.
vehicle control, high dose-minima materna toxicity, second dose-recommended); and
» condition of offspring a term (maternd evauation, litter Size/gross malformations,
vigbility/weight).
(See the OPPTS Harmonized Test Guidelines #870.3700 at www.epa.gov/opptsfrs/home/guidein.htm.
A comparable test guideline appears at 40 CFR 799.9370.)

117-6. Q. What are ome of the endpaints of developmenta toxicity?

A. Some of the endpaints of developmenta toxicity are pre-implantation |oss,
post-implantation loss, structurd @bnormdities, fetd weights, sex ratio, stillbirths, postnata offpring
weights, clinica sgns, functiond deficits, necropsy and histopathology findings.

117-7. Q. What are the objectives of the guiddines for developmenta toxicity testing?
A. The objectives of the guiddines on developmentd toxicity testing are to: provide guidance

for evauating risk to humans from exposure to chemicas during development; define developmenta
toxicity and provide the rationale for approaches to evaluating data; detall types of adverse effects seen
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in developing organisms and the relationship to adult toxicity; provide guidance for evauating anima
study data; and lastly, establish consstency in evauating data and assessing risk for developmentd
toxicity.

117-8. Q. Who reviewstoxicology dataon a PMN?

A. OPPT toxicologists who are specidigts in either human hedth or environmenta/wildlife
effects review PMN toxicology data. The PMN review processis diagramed and discussed in the
New Chemicas Program brochure (available from the Hotline) and at www.epa.gov/oppt/newchems’.

117-9. Q. A PMN for achemical | wish to import in liquid phase has just passed the 90 day review.
The firgt batch we want to import is going to be in powder phase, not liquid, though it is the same exact
chemicd identity. Doesthis require submission of anew PMN?

A. The PMN/85 form asks for information about the physica form of the substance [e.g., olid
(crystds, granules, powder, dust), liquid (Solution, paste, durry, emulsion, mist, spray), gas (vapor,
fume), wet press cake] to which individuas or the environment will be exposed, percent new chemical
subgtance (if in amixture), and protective equipment and engineering controls employed to safeguard
the worker from potentia exposure associated with the new chemica substance, i.e., gloves, goggles,
respirators, etc. Thisisfor the purpose of enabling reviewers to assess worker exposure and
environmentd rdlease. Clearly, if the physica form identified in the 85 submisson formis not the one
which isto be used, the ability of EPA reviewersto do ther job in protecting workers hedlth and the
environment effectively is compromised.

PMN submitters are required to describe their intended process to the best of their knowledge
and intent as of the time the PMN isfiled (and, asrequired a 40 CFR 720.40(f), to notify EPA of any
new information becoming available during the PMN review period.) A NOC may befiled years after
the PMIN was submitted. NOC submitters are required only to file the information required at 40 CFR
§720.102, most recently amended at 60 FR 16298-16351 (March 29, 1995). Changesin the
submission, including physical form, is not addressed in the NOC. In the interim, the information
provided in the origind PMN may have changed due to advancesin synthetic technique, change of
locetion, change in ownership, change of toll manufacturer, etc.

It is very important to try to identify al conditions which may be important in assessng
exposure in the originaly submitted 85 submission form, and to describe the submitter's intent as
accurately as possible. Although EPA recognizes that a company may make changes after the PMIN
review period has expired such as switching from import to domestic manufacture (or vice versa), from
liquid to powder form, changing synthetic process, etc., it would be unusud for such a changeto
happen immediately after the PMN review period has expired without prior intent/knowledge on the
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part of the submitter. In such acase, EPA may find cause to investigate such changes. 1n a case such
asthis, it would be prudent for a submitter to prepare a narrative for itsfiles to describe how it came to
make such a shift so quickly after the PMN wasfiled, to enable any future EPA inspector to understand
how it cameto be. See, e.g., Inre DuPont, TSCA-111-731.See
www.epa.gov/djhomep/orders/denemour.htm.

117-10. Q. If ahigh-volume PMN substance is recognized as having low toxicity, what 9ze of
exposed population does EPA consder to be significant? s there aformula?

A. 85(e)(1)(A)(i)(I1) of TSCA authorizes EPA to regulate anew chemica for which thereis
insufficient information about the chemicd’ s effects on human heath and the environment and for which
subgtantid production volume and substantid or sgnificant human exposure or substantia environmentad
release is anticipated.

EPA'srationale for selecting cases for exposure-based actions was first discussed publicly in a
September 22, 1988 letter. Thisletter isavailable through EPA's TSCA Hotline. A current discussion
of EPA’s exposure-based policy, aswell as the scanned text of this letter with updated attachments, is
available at www.epa.gov/oppt/newchems/expbased.htm.

118 Ecotoxicity Data
118-1. Q. What types of ecologica or other environmenta effects studies is EPA interested in?

A. EPA isconcerned with studies on ecological or other environmental effects on fish,
invertebrates, or other animas, and plants. These studiesinclude: acute toxicity tests, chronic toxicity
tedts, criticd life stagetests, behaviora tests, aga growth tests, seed germination tests, plant growth or
damage tests, microbia function tests, bioconcentration or bioaccumulation tests, and modd ecosystem
(microcosm) studies. EPA’s New Chemicas Program pays particular attention to potential aguatic
toxicity.

118-2. Q. What is the base set for ecotoxic concerns?

A. The base st for ecotoxicity includes acute toxicity to fish, acute toxicity to daphnia, and
agd growth inhibition. See www.epagov/oppt/newchems/expbasedtesting.htm and
www.epa.gov/oppt/newchems/co-xbeco.txt. Beyond the base set, additiond testing will be requested
depending in part on how an organism responds to base set tests, comparison to Smilar substances
(SAR), expected amount of the substance to be released to the environment, testing on
biodegradability and abiotic degradation, and on what the producers recommend as appropriate.
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118-3. Q. What are some of the ecotoxicity tests that EPA may require?

A. For those PMN substances meeting the substantia environmenta release criterion and
warranting testing as determined by EPA, submitters may be asked to perform some or dl of the
following core environmentd tests on the PMN substance (this is called the aguatic acute toxicity “base
set”): 96-hour LC50 in fish (flow through method and measured concentrations), 48-hour LC50 test in
daphnia (flow through method and measured concentrations), and a 96-hour bicassay in algee (datic
method and measured concentrations).

118-4. Q. How does EPA utilize the information from structure activity relationships (SARS)?

A. Structure ectivity relaionships (SARS) can provide estimates of the inherent toxicity of
chemica's based upon the relaionship among the physco-chemical properties of chemicals and toxicity
to organisms. Relationships vary from datistica regresson techniquestto identification of the nearest
andogs. The product of gatistica regresson is generdly an eguation whose predictive capability is
measured by the degree of correl ation between the independent and dependent variables.

118-5. Q. What egtimation methods are used by EPA when characterizing a chemical's ecotoxicity?

A. Fewer than 5% of al PMN submissions contain ecotoxicity data. Therefore, when data are
not available to characterize a. chemica's toxicity, estimation methods are used to predict the chemica's
ecotoxicity based on its chemica structure and physical/chemica properties.

The most important estimation method is the substance's amilarity to others with known
properties. This assessment is called structure activity relationship (SAR) andysis. Current SAR
technigues for ecotoxicity alow prediction of inherent toxicity to fish, invertebrates, and algae. Andyss
of large ecotoxicity data sets has reveded predictive relationships which are useful in determining a
chemicd'stoxicity. Asexamples:

» when the 24/96-hour ratio of acute fish LC50s or 24/48-hour ratio of acute daphnid LC50s
are equd to or greater than 2, the chemica has a higher probability for chronic toxicity;

» when the acute LC or EC50 islessthan 1 ppm the chemica has a higher probability for
chronic toxicity; and

» for anionic surfactants, the chronic vaue can be predicted by dividing the fish and dagphnia
acute values by 6.5.

119 Polymer Issues
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119-1. Q. Where can | find more information about the Polymer Exemption Rule?
A. See Q&A section 304.

119-2. Q. IsaPMN required for Inventory listing of a polymer if the monomers comprisng the
polymer are on the Inventory?

A. If the polymer is not included on the Inventory then a PMN is required for Inventory listing
unless the polymer qudifies for manufacture under one of the Exemptions. A PMN may befiled, even
on a polymer which is digible for the Polymer Exemption, if the submitter desires Inventory listing. See
40 CFR 723.250(d)(4).

119-3. Q. If apolymer ison the Inventory but contains a non-Inventory monomer, can you import it?

A. Yes. If the polymer ison the Inventory it isan existing chemical, and no PMN or other
notice or exemption isrequired to import it.. Even if apolymer is on the Inventory, however, it may not
be manufactured domestically unless al the reactants are on the Inventory, because, inthe US, a
chemica may not be manufactured, processed, or used unlessit is on the TSCA inventory. See TSCA
85(a).

Please note that the Polymer Exemption cannot be used for a materia which contains a
non-Inventory-monomer or reactant. See 40 CFR 723.250(d)(4). Unlessyou have ared intent to
import or manufacture amonomer, you cannot fileaPMN or an exemption for that monomer. Thusa
PMN (or an LVE or LoREX exemption) is the only mechanism to import a polymer which contains a
non-lnventory monome.

119-4. Q. Animported polymer is described as a sodium sdt and the submitter determines andytically
that sodium is present at two percent or less. Can the submitter assume that sodium hydroxide was the
neutrdizing agent used to produce that materid, and should the submitter therefore use the sodium
hydroxide molecular weight in determining the percent incorporated (and hence the chemica identity)?

A. Yes. Inthe absence of information about the source of the sodium ion, sodium hydroxide
should be used as the default source and the ca culations should be based on the molecular weight of
sodium hydroxide. The hydroxides of magnesum, aluminum, potassum and cacium should dso be
used as the default sources of the respective ions. See the Polymer Exemption Guidance Manud a
www.epa.gov/opptintr/newchems/polyguid.pdf for more details.

119-5. Q. Isaregular PMN for a polymer ever necessary, if a Polymer Exemption PMN was
submitted prior to the effective date (May 30, 1995) of the 1995 amendments and approved? If a
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Polymer Exemption PMN is dready commercidized, when would the commercidization of such a
regular PMN for the polymer begin, if the manufacturing process was not changed?

A. A pre-1995 Polymer Exemption would have been listed in the Inventory (witha“Y1" flag if
mesting the generd category for exemptible polymers, and a“Y 2" flag if meeting the Exemption
category for certain polyester polymers). The filing on which the listing was based would ordinarily
have included limits on composition (maximum percentage of resdua amounts of unreacted monomers
and low molecular weight pecies below 500 and 100 molecular weight, e.9.). If a person plansto
manufacture the polymer outside the compaosition limits of the aready-granted Polymer Exemption, or if
the intending manufacturer does not want to meet the procedura requirements of the 1995 amended
Polymer Exemption, or if the polymer itsdf is not compliant with the requirements of the 1995 amended
Polymer Exemption, then a PMN will be required.

As noted above, the composition limits are not published with the Inventory, so someone who
was not the origina submitter of the notice filed under the origina (pre-1995) Polymer Exemption could
manufacture the materid under the exemption (if within the compaosition limits) only after first contacting
EPA to determine whether they would satisfy the composition limits.

If aPMN isfiled for the purpose of removing the composition limits, manufacture after the end
of the PMN review period can be either within or outsde of the compaosition vaues or ranges specified
in the exemption notice submitted under the origind (pre-1995) Polymer Exemption. The submitter
MUST submit-a NOC when the polymer is manufactured outside of the compositional values or ranges
specified inthe pre-1995 Polymer Exemption notice for the first time after expiration of the PMN
review period. See the Polymer Exemption Guidance Manud at
www.epa.gov/opptintr/newchems/polyguid.pdf for more details.

119-6. Q. Isit acceptable to submit a PMN for a polymer aready being manufactured under the
terms of the Polymer Exemption?

A. Yes. Cetan manufacturers choose to do so, in order to have the polymer listed on the
TSCA Inventory.

119-7. Q. Wouldchan transfer agents used in polymer manufacturing be in the same category asfree
radicd initiators or must they beincluded in the polymer identity?

A. Chan trandfer agents that are used in the manufacturing of apolymer a alevd of greater
than 2% (by weight) must be included in the polymer description. If a monomer or other reactant, such
asachan transfer agent, isused a alevd of 2% or less, the submitter has the option to ether include
or excdude it from the polymer description to be used in the Inventory listing.
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If amonomer or other reactant is not included or reflected in the Inventory polymer name, that
monomer or other reactant cannot later be used at greater than 2 percent in the polymer. See 40 CFR
720.45(8)(2)(iii). Conversdy, if monomers or other reactants are included in the Inventory name, they
may be used & any leve aslong asthey are not diminated completdy without the resulting polymer
name (not including those monomers'reactants) aso being on the Inventory or unless the manufacturer’s
PMN for that resulting polymer has completed review. In such Stuations, it may be appropriate for a
manufacturer to request permission from the Prenotice Coordinator to submit a consolidated notice
encompassing a series of amilar polymers.

Note that afree-radicd initiator must aso be included in a polymer name when used & more
that 2% unless the corresponding polymer name without the initiator was “ grandfathered” onto the
Inventory by July 28, 1989. Refer below to Q& A #119-8. Also, see the Polymer Exemption Guidance
Manua a www.epa.gov/opptintr/newchems/polyguid.pdf for more detalls.

119-8. Q. Polymer A-B-C isdready on the Inventory. A new proposed process now uses a
free-radicd initiator. Must aPMN be filed?

A. If the polymer A-B-C was on the Inventory before July 28, 1989 (the effective date of the
FR natice darifying the policy on manufacturing polymers using free-radicd initiators), then polymers of
that"composition using initiators are aso consdered to be A-B-C, and consequently on the Inventory,
regardless of the level of initiator. If Polymer A-B-C was not on the Inventory prior to July 28, 19389,
and the initiator D isused at 2% or more, the resulting polymer must be identified as A-B-C-D. If that
polymer isnot on the Inventory, a PMN [or exemption] is necessary. Thus, free-radicd initiators must
be reported and included in polymer names when used a more than 2% by weight in the manufacture
of any post July 28, 1989, new polymer. (See 54 FR 27174).

119-9. Q. A submitter wants to manufacture a polymer of 4 monomers plus use an initiator a >2%
(Theinitiator will be incorporated into the fina polymer). The polymer of the 4 monomers plusthe
initiator is not on the TSCA Inventory. What options are available to the submitter to begin
commercialization as soon as possble?

A. If the polymer name of the specified 4 monomers without the free-radicd initiator was not
on the Inventory as of July 28, 1989, then aPMN { or Exemption other than the Polymer Exemption}
will need to be filed unless the polymer qudifies for the 1995 amended Polymer Exemption. If the
polymer name without the initiator was added to the Inventory after July 28, 1989, an dternative in this
situation could be to switch to two or more different TSCA listed initiators, either charging each at #
2% or determining via the “incorporation method” that each would be consdered present in the
polymer at #2%. (Refer to the 1995 PMN Rule Amendments and Q& A #119-10 below.) In
addition, one should set up procedures to ensure that the 2% level will not be exceeded a some later
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date. One might dso consider using the Polymer Exemption, if the polymer is ligible for it.

119-10. Q. Inlight of the modified “Two Percent Rule,” which now alows reporting of polymers as
incorporated aswell as charged, can al polymer listings on the Inventory now be read ether as
incorporated or as charged?

A. Yes. All polymerson the Inventory can be interpreted either as incorporated or as
charged. Remember that “incorporated’” means the minimum amount of free-radicd initiator in theory
required to be charged in order to account for the amount of initiator molecules or fragments found in
the polymer itsdf.

119-11. Q. How do you gpply the molecular weight (MW) distribution requirement of the polymer
definition (i.e., <50 percent of any one MW) to highly cross-linked polymers of essentialy infinite MW?

A. For polymersof “essentidly infinite” MW, unless the entire mass of polymer produced
were in one continuous phase, the actua molecular weight would be limited by the Sze of the individua
droplets, beads, pellets, flakes, etc.'No two of these would be likely to have the exact same mass, and
the digtribution criterion would be met. For thet matter, the molecular weight (MW) determination itself
would produce a range of vaues because of the finite precision of the instrument. See the Polymer
Exemption Guidance Manud a www.epa.gov/opptintr/newchems/polyguid.pdf for more details.

119-12. Q. Would the following example (where the longest continuous chain of reactant units is1+
1+2=3+1) count asa"“ polymer molecule?’

H(oxypropylene)-O-sorbitol-O-(propyleneoxy) ,-H

A. No. Sorbitol cannot be arepesting monomer unit under the conditions of the relevant
polymerization reaction (propoxylation), so it is consdered an “other reactant”. Therefore the longest
sequence of monomer units (considered as derived from propylene oxide) istwo. A continuous string
of a least three monomer unitsis required, plus one additiona monomer unit or other reactant. Seethe
Polymer Exemption Guidance Manua a www.epa.gov/opptintr/newchems/polyguid.pdf for more
details.
120 Principal Importer
120-1. Q. Whois consdered the principd importer?

A. 40 CFR 8720.3(z) states that: “The principa importer is the first importer, who, knowing
that anew chemica substance will be imported rather than manufactured domesticaly, specifiesthe
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identity of the chemica substance and the total amount to be imported. Only personswho are
incorporated, licensed or doing business in the United States may be principad importers” The
principa importer may specify the chemica identity and amount either to the foreign producer or to a
US entity (customs broker, e.g.) which tranamits the order aboroad.

120-2. Q. We are the sole customer for a compound being imported by another company. Can we
be considered the principa importer and submit a PMN?

A. The sole cusomer in the U.S. may meet the definition of “principa importer” by specifying
the chemica substance and the amount to be imported. The Prenotice Communications Coordinator
can provide guidance on particular Stuations.

121 Import Issues

121-1. Q. For the purpose of TSCA,.isimportation considered to be manufacture? If so, if aPMN
has been filed for an imported product, will a domestic manufacturer have to filea PMN prior to
meanufacture in this country?

A. TSCA defines “manufacture’to include “import”. See TSCA §(3)(7) and 40 CFR
720.3(q). Once EPA receivesaNOC and the chemica islisted on the Inventory, it may be
manufactured or imported by anyone, unless there isarestriction as described below. If asaresult of
the origind PMN submission, a Significant New Use Rule (SNUR) was issued restricting the chemicdl
to import only, a Sgnificant New Use Notice (SNUN) would have to be filed and successfully
reviewed before the chemical could be manufactured domesticaly.

In any case, even after filing and successful review of the submission, if no NOC has been
received by EPA from the submitter, no one but the submitter can initiate manufacture.

121-2. Q. For imported chemicas, what is consdered the first day of commercidization - the day it
leaves the shipping country, the day it arrives in customs, or the day it clears cusoms?

A. “Day 1" isthe date the new chemica substance clears US customs.

121-3. Q. How can aNinth Collective Index (9Cl) Chemica Abstracts (CA) name be obtained for
an imported substance whose identity is clamed as confidentia by its foreign supplier?

A. Your foreign supplier must follow the same procedures as a U.S. submitter to obtain aCA
name and provide the correct chemical identity to EPA asajoint submission or letter of support, clearly
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referencing your notice and PMN user fee identification number.

Information on the CAS Inventory Expert Service (CASIES) including available resource
materidsis available through 614-447-3600 or by facamile (614-447-3747). For genera Chemical
Abstracts Services call 800-848-6538.

122 Biotechnology
122-1. Q. Are microbes/microorganisms subject to TSCA?

A. Yes, certain microorganisms are subject to TSCA. However, the required notification form
cdled aMicrobid Commercid Activity Notice (MCAN), is necessary | only for intergeneric
microorganisms formed by the deliberate combination of genetic materia originaly isolated from
organisms of different taxonomic genera. Non-intergeneric microorganisms are congdered implicitly on
the Inventory. See 40 CFR Part 725; G2 FR 17910, April 11, 1997; and 59 FR 45526, Sept. 1,
1994.

Microorganisms that are used as foods, food additives, drugs, cosmetics, medica devices, and
pesticides are regulated by the Food and Drug Administration (FDA), USDA, or EPA's Office of
Pegticide Programs.  Requirements for foods, food additives, drugs, cosmetics, and medical devices are
described in the FDA and USDA notices in the Federal Register and Code of Federd Regulations.

122-2. Q.- Are plants and animals subject to TSCA?

A. AsEPA has previoudy stated, athough plants and animas do fal within the scope of the
definition of a“chemica substance” under TSCA 83, plants and animals are not currently subject to the
new chemica provisons of TSCA, ether aswhole organisms or asin vitro cultures. EPA has stated
that it is reserving authority under TSCA to screen transgenic plants and animasin the future as needed.
See 59 FR 45526, 45527 (September 1, 1994). However, if plant or anima gene segments are
intentionaly incorporated into microorganisms, the microorganisms that contain those plant or anima
genes would be subject to the TSCA 85 requirements established at 40 CFR part 725, providing that
the microorganism does not fal within one of the specific exclusons found in TSCA section 3 (e.g., the
microbe is not itsalf afood, food additive, or tobacco). In addition, a chemical extracted from aplant or
anima would generaly be subject to TSCA, presuming that it does not fal within the exclusonslisted a
TSCA section 3. See 40 CFR §720.3(€).

123 Significant New Use Rule (SNUR)

123-1. Q. What are consent orders and significant new use rules?
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A. EPA review of aPMN can result in afinding of potentia unreasonable risk or subgtantia
production and exposure. In these cases, EPA can negotiate a TSCA 85(e) Consent Order, which
generdly dlowsthe PMN submitter to manufacture or import the new substance for the PMIN-
identified use(s) only under specified conditions (e.g., use of worker protective equipment or
environmenta relesse controls). However, a 85(e) Consent Order is not binding on any companies that
may subsequently manufacture or import the substance other than the submitter who signed the 85(e)
Consent Order. Consequently, after sgning a 85(e) Consent Order with the PMIN submitter, EPA
generdly promulgates a Significant New Use Rule (SNUR), which gpplies smilar restrictions asin the
85 (e) Consent Order to other potential manufacturers and processors. Such a SNUR is often referred
toasa“85(e) SNUR.” SNURs require that manufacturers, importers and processors of certain
substances notify EPA at least 90 days before beginning any activity that EPA has designated as a
“dgnificant new use.” The new use desgnations in a 85(€) SNUR correspond with activities prohibited
by the 85(e) Consent Order and are generally promulgated on an expedited (“direct fina”, see 54 FR
31299) bass. The advance natification required by SNURS (caled a Significant New Use Notice or
SNUN) dlows EPA to prevent or limit potentialy adverse exposure to, or effects from, the new use of
the substance.

When the EPA review determines that the exposure scenario proposed in a PMN'is not
expected to pose an unreasonable risk, EPA generaly does not issue a 85(e) Consent Order. The
reviewers may, however, identify potential new uses different from those identified in the PMN which
could result in increased exposures to or releases of the substance, and in turn a potentia unreasonable
risk to hedlth or the environment. In such cases, EPA can issue a SNUR that requires the submission
of a SNUN 90 days prior to commercia manufacture not conforming to the conditions reviewed under
the PMN. Such aSNUR is called a“non-85(e) SNUR,” and may aso be issued on an expedited
bass. (The 1995 TSCA PMN rule amendments expanded the types of significant new use designations
that EPA may promulgate in expedited “non-85(e)” SNURs. This change isintended to improve the
efficiency of the SNUR procedure for both EPA and the chemica industry. See Q& A #123-2 and 60
FR 16298ff.)

123-2. Q. Why did EPA create the non-5(e) Significant New Use Rule (SNUR) amendment to 40
CFR 721.170 (¢)(1)? What did the amendment change?

A. EPA created the non-5(e) SNUR amendment to enable the regulation of potentially risky
new chemicals using fewer EPA resources, and to allow PMN submitters to commence commercid
manufacture sooner. The amendment to 40 CFR §721.170(c)(1) eiminated the provision that
prevented EPA from promulgating expedited non-5(€) SNURs containing worker protection or hazard
communication requirements. Before the amendment, expedited non-5(e) SNURs were limited to
requirements controlling disposal (8721.85), releases to water (8721.90), and certain industrid,
commercid and consumer activities (8721.80). After the amendment, expedited non-5(€) SNURs may

1-62



Section 1: General Program Information

include any of the requirementsin Subpart B, including worker protection (8721.63), hazard
communication (8721.72), and dl of the indugtrid, commercid and consumer activities (8721.80).

123-3. Q. What chemicals are affected by the non-5(e) Significant New Use Rule (SNUR)
amendment to 40 CFR 721.170(c)(1)?

A. Thisamendment of the “Generic SNUR” did not automaticaly gpply to any specific
chemicd substance. It is merely a procedura tool that EPA can use toimpose “sgnificant new use’
reporting requirements in individual, chemica-specific SNURs for PMIN substances where EPA
reviewersidentify other potentid uses that may present unreasonable risk or have the potentid for
subgtantia production volume and subgtantia or significant human exposure or substantia environmenta
releasse.

123-4. Q. What isthe difference between a 85(e) Order and a Significant New Use Rule (SNUR)?

A. An order under 85(e) appliesonly to the manufacturer who submitted the PMIN. SNURs
apply to everyone who manufactures or processes the chemical substance. A SNUR establishes a
requirement to notify EPA 90 days before commencing any activity that the SNUR definesasa
“dgnificant new use” In responseto a Significant New Use Notice (SNUN), EPA will review the
proposed use, and may issue a 85(e) Order to control potential unreasonable risks or substantial and/or
sgnificant exposures that may be presented by the significant new use.

123-5. Q.- What is the difference between a 85(e) SNUR and aNon-5(e) SNUR?

A. A 85(e) SNUR isa SNUR which is promulgated only after a 85(€) Order isissued for the
same chemical substance, and which extends to al subsequent manufacturers/'users the provisions of the
85(e) Consent Order. “Non-5(e) SNURS’ are those SNURs which are promulgated without issuance
of a85(e) Order, because EPA did not find that the exposure scenario described in the PMN “may
present unreasonable risk,” but other exposure scenarios might. See Q& A #100-12 for more on
EPA’s exposure-based policy.

123-6. Q. What isthe difference between a“Notice and Comment SNUR” versus an “ Expedited
SNUR"?

A. Notice and Comment rulemaking involves publishing a proposed rule, receiving public
comment,.and publishing afind rule. Thisisthe “standard” rulemaking process. Expedited rulemaking
involves publishing a“ Direct Find” rule that automaticaly becomes find unless someone requests a
comment period. Expedited rulemaking aso dlows batching of individua SNURs and abbreviated
review within EPA. If acomment period is requested, this process takes more of EPA’ s resources and
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takes longer than Notice and Comment rulemaking. EPA uses expedited rulemaking in cases where it
does nat think comment islikely (e.g., SNURs which put into place restrictions aready agreed upon
between EPA and aPMN filer). Expedited rulemaking enables those who wish to manufacture under
the terms of a SNUR to initiate their activity quickly, and saves EPA resources. Both types of
rulemaking provide opportunity for comment by interested persons, as required by the Adminigtrative
Procedures Act. See 40 CFR 721.160(c) and 721.170(d)(4).

123-7. Q. What type of caseis gppropriate for anon-5(e) SNUR?

A. A non-5(e) SNUR istypically appropriate when a PMN isfiled for a chemical substance
which is expected to be toxic but the PMN describes intended use(s) and an exposure scenario that is
not expected to pose unreasonable risk of injury to human hedth or the environment. Intended uses
and activities can be limited, or the submitter can tate that it will implement control measures, or
otherwise adequately mitigate human exposures and environmenta releases. Although activities
described in such PMNs may be judged not to present an unreasonable risk of injury to human hedlth
or the environment, if there are Sgnificant deviations from the described activities the substance may
present an unreasonable risk warranting the imposition of regulatory controls pending the devel opment
of information. In those cases;anon-5(e) SNUR may be the most appropriate regulatory dternative
for EPA to pursue, asit will dlow the PMN submitter to proceed with planned activities while requiring
natification to, and review by, EPA for activities which have not been reviewed and may involve
sgnificantly increased exposures. Such review will be undertaken upon receipt of a SNUN.

123-8. Q. How can | determine whether my substance is subject to a SNUR?

A. Tofacilitate determining whether a substance is subject to a SNUR, substances on the
Inventory that are subject to SNUR requirements are indicated by an “S’ flag in the Inventory listing (In
electronic versons of the Inventory, the flags may be on another line, rather than following the
substance name.) |If yaur chemica substance is subject to a SNUR and you intend to engage in an
activity defined as a“ dgnificant new use” in the SNUR, you would be required to submit a SNUN to
EPA a least 90 days before commencing that activity.

Severd options are avallable to ascertain the TSCA Inventory/ SNUR status of achemica
subgtance. See Q&A section102. Information on non-confidential chemica substances can be found in
the TSCA Chemical Substance Inventory. If an intended manufacturer submitsa PMN or a Notice of
bona fide Intent to Manufacture (pursuant to 40 CFR §720.25) on a substance/mixture which has a
ligting on the Confidentia Inventory, EPA will notify the submitter of the existence of the SNUR when it
informs the submitter a PMN is not necessary.  Any manufacturer of a substance subject to a SNUR
must notify anyone they distribute the substance to about the SNUR.
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124 Pollution Prevention
124-1. Q. What type of pollution prevention information does EPA want?

A. EPA would like to collect information on pollution prevention activities, such as source
reduction and recycling. In addition, EPA would like waste management information (i.e., trestment,
and disposd data). Thisinformation will be used in the evauation of the new chemicd substance and in
comparison of the relative risks and benefits of the substance as a subgtitute for substances currently on
the market. The PMN form (EPA Form 7710-25) encourages submittersto report on page 11 any
and dl relevant information not reported esawhere which is believed to be important for athorough
regulatory evauation. Thereisasubgtantia discussion of how to provide this information in the PMN
Manual, posted at www.epa.gov/oppt/newchems/tscaman2.pdf.

125 Recycling

125-1. Q. Anintending recyder will teke articles from municipa wade, and grind and melt them to
cast them into new articles. The recycler will make agood faith effort to select articles (for example,
soda pop bottles) of uniform probable compasition, but the chemistry of each article is known to the
recycler only in genera terms. In addition to the intending recycler’ s lack of specific knowledge and
control on the materidsin the articles, it is expected that, if any new chemica substances had been
formed during find manufacture of the articles, they would have been exempt from PMN requirements
per 40 CFR 8 720.30(h)(6) (which excludes substances that form during the manufacture of an article
destined for the marketplace without further chemical change (“end-usg’)). Because of the availability
of the (h)(6) excluson, the intending recycler believes that the articles were probably manufactured
without premanufacture notification (PMN) to EPA for any new substances formed during manufacture.

The recycler intends to prepare for recycling by grinding, chipping, or other physica
manipulation. No actua chemica reactions are believed to be involved in this process, just the physica
manipulation of the materid. It is the recycler's plan to mdt the materia and cast or form it into new
aticlesfor sde.

IsaPMN required for this activity?

A. Where no chemicd reactions are believed to be taking place, EPA consders melting and
manua grinding to condtitute “ processing” under TSCA, and a PMN would thus not be required.
However, if the component substances in the articles were to be chemicdly changed (e.g. partidly
de-synthesized, depolymerized, etc., eg.), the intending recycler would need to submit aPMN and
describe the materia using areaction product or process type name that indicates the nature of the
chemical converson. See 40 CFR 720.(3)(s) and (aa).

1-65



Section 1: General Program Information

While TSCA holds a person drictly liable for the illegal manufacture or import of anew
chemicd substance, a person processing an illegdly manufactured new chemica substance would not
be in violation of TSCA unless the person knew or had reason to know that the substance had been
illegaly manufactured. See §815(2) of TSCA.

126 New Chemical Exposure Limits
126-1. Q. What are New Chemica Exposure Limits?

A. New Chemica Exposure Limits (NCELSs) are workplace respiratory exposure limits
established in TSCA 5(e) Consent Orders and incorporated by reference in corresponding TSCA
5(8)(2) SNURs. They are modeled after OSHA Permissible Exposure Limits (“PELS’) and are
comprehensive standards. NCEL s set what are considered to be safe arborne concentrations for new
chemicals that may cause toxicity viainhdation exposure. Periodic monitoring is required and, if
concentrations above the NCEL are measured, respirators must be warn.

126-2. Q. Where can | find the actua NCEL s values listed for various new chemicas?

A. Theinternet addressiswww.epagov/oppt/newchems/nceltbl.htm. The NCELs values
originatein TSCA 85(e) Consent Ordersthat are sgned by the individua PMN submitters who
propose to manufacture the PMN substance. The NCELSs provisions are incorporated by referencein
corresponding TSCA 85(a)(2) SNURs, which essentidly extend the requirements of the 85(e) Order
to other manufacturers and processors of the same chemical substance. SNURs are published in 40
CFR Part 721.

126-3. Q. Where does EPA's exposure limit jurisdiction end and OSHA's begin?

A. Therewill generadly be no overlapping regulation of new chemicas, because EPA's NCELs
apply to new chemicals with little or no data, so risk assessment is generdly based on andog data from
similar substances. EPA added an explicit sunset provision to its 85(e) Orders which states that the
NCEL and respirator requirements are automaticaly nullified if OSHA promulgates a permissible
exposure limit (PEL) for the same substance. (Thiswould automaticaly nullify the NCELsin SNURs
aswell, snce the NCEL s provisions in SNURs smply incorporate by reference the 85(e) Consent
Order provision.) EPA may raise NCEL s cases to the attention of OSHA and NIOSH, in the unlikely
event that areferra is warranted by the toxicity data and production volume associated with the new
chemica substance.

EPA has sought to make its program consstent with OSHA's wherever possible. EPA has

ongoing communication with OSHA and NIOSH on worker protection issues and has solicited input
on the NCEL s program. EPA's NCEL s provisions are modeled after OSHA PEL s and comprehensive
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standards.

126-4. Q. When setting NCEL s concentrations for specific chemicals, does EPA consder feasibility
issues and relevant concentration limits set by other organizations?

A. On acase-by-case bass, EPA will consider setting NCEL s concentrations based on
relevant OSHA PEL s and American Conference of Government Industria Hygienists (ACGIH)
Threshold Limit Vaues (TLV's), and will consider economic and technological feashility, especidly in
cases where there is sufficient evidence that the new chemica may present less risk than existing
substances which the new chemica may replace.
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2. EXCLUSIONS
201 Impurities
201-1. Q. What isan impurity?

A. "Impurity” is defined a 40 CFR §720.3 to mean a chemica substance which is
unintentionaly present with another chemicd substance. The term “manufacture or import for
commercia purposes’ aso gpplies to substances that are produced coincidentaly during the
manufacture, processing, use, or disposa of another substance or mixture, including byproducts that are
separated from that other substance or mixture and impurities that remain in that substance or mixture.
Byproducts and impurities without separate commercia vaue are nonethel ess produced for the
purpose of obtaining acommercid advantage, snce they are part of the manufacture of a chemical
substance for commercia purposes. See 40 CFR 720.3(r).

Information on al impurities anticipated to be present with a chemica substance must be
included inaPMN, and is consdered in the assessment of risk posed by that substance. Maximum
weight percent, as well asthe CASRN, if available, should be provided on page 6 of the 85 submission
form. If the impurities are unidentified, their presence should be noted and their total weight percent
estimated.

201-2. Q. Areimpuritiesincluded in the chemicd identification for the Inventory?

A. No, impurities are not included in the chemicd identification for the Inventory listing of a
chemica substance. EPA has determined that chemica substances which are identical except with
respect to thelr impuritieswill not receive separate Inventory listings. Impurities that are discovered in a
chemica substance after a Notice of Commencement (NOC) has been submitted do not change the
Inventory status of the chemica substance. If there are unreasonable risks posed by impurities present
in existing chemical substances, TSCA &4, 86, §7, and 88 can be used to identify, prevent, and reduce
those risks.

This differs from the identification of a new component determined to be included in alisted
chemical substance, when that component has commercid vaue. If aprevioudy unknown
commercidly vauable component isfound in alisted chemicd substance and if the listed chemica
substance including the new component is determined not to be accuratdly listed on the Inventory, then
the manufacturer of the component chemica substance is considered to be the manufacturer of anew
chemica substance. The submitter should contact EPA in order to determine whether aPMN or a
Form C (Inventory correction) should be submitted.
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201-3. Q. Atwhat leve do impurities become inggnificant, i.e., not subject to reporting?

A. Asdefined in 40 CFR 8720.3, an "impurity" means a chemica substance whichiis
unintentionally present with another chemical substance. The definition is not based on the amount of
the substance. Impurities a any leve are sgnificant and must be reported as impuritiesin 85 notices, to
the extent they are known or reasonably ascertainable by the submitter. An impurity need not, itself, be
the subject of a 85 notice. See 40 CFR §720.30(h)(1).

201-4. Q. Istherearedriction on the level or amount of an impurity detected in achemical substance?

A. No. Thereisno redtriction on the level or amount of an impurity detected in a chemica
subgtance. Specificdly, there is no reationship between the impurity reporting requirements and the
2% rule which appliesin relaion to polymers.

202 Mixtures
202-1. Q. What isthe definition of amixture?

A. "Mixture' is defined at §3(8) of TSCA and 40 CFR §720.3 as any combination of two or
more chemica substances if the combination does not occur in nature and is not, in whole or in part, the
result of achemica reaction. Mixture aso includes the combination which occurs, in whole or in part,
asaresult of achemical reaction where none of the chemica substances comprising the combination is
anew chemica substance and where the combination could have been manufactured for commercia
purposes without a chemica reaction &t the time the chemica substances comprising the combination
were combined.

202-2. Q. IsaPMN required for a new mixture?

A. TSCA 85 requiresaPMN for new chemica substances, not for new mixtures. A PMN is
not required for amixture as awhole entity. However, if any chemicd substance whichisincluded in
the mixture is anew chemica substance, a PMN is required to be submitted for that new chemicd a
least 90 days before a submitter intends to manufacture or import the mixture. See 40 CFR 720.30(b)
and especidly itsfootnote.

202-3. Q. Are multi-nutrient mixed fertilizers consdered mixturesif they are prepared by physicaly
blending dry products?

A. A multi-nutrient mixed fertilizer is congdered a mixture of the ingredients being blended.
Such multi-nutrient mixed fertilizers can be prepared by physicaly blending dry products such as urea,
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superphosphate, and potash or by a method that involves a chemical reaction, such as by combining
liquid ammonium phosphate and granulating with potash. Per the definition of ‘mixture’ at 40 CFR
720.3(u), these substances are considered mixtures regardless of whether they are produced by
physicdly mixing or by chemicd reaction.

202-4. Q. Aredloys, inorganic glasses, ceramics, frits, and cements, including Portland cement,
considered mixtures under TSCA?

A. Yes, dloys, inorganic glasses, ceramics, frits, and cements, including Portland cement, are
consdered statutory mixtures under TSCA. See www.epa.gov/oppt/newchemsmixturesixt. In
general, aPMN is not required for these products. However, as stated in a note at 40 CFR
§710.4(c)(2) and 40 CFR §720.30(b), the exclusion of these products applies only to the mixture and
not to the chemica substances of which the mixture is comprised. Thus, any-additive which is
contained in amixture, other than an impurity, should be included on the Inventory. The burden of
reporting is incident on the manufacturers of any new chemica additive.

202-5. Q. Doesthe definition of mixture under TSCA include hydrates?

A. Yes. EPA views a hydrate as amixture of water and the non-hydrated form of the
substance. Hydrated forms of chemica substances are excluded from reporting if the corresponding
anhydrous chemica substances are included on the Inventory. 'However, this provison does not gpply
to the products of discrete chemica reactions in which either water or asolvent is areactant, eg.,
water reacting with an ester to form an acid and an acohol. See 40 CFR 720.3(u)(2).

202-6. Q. A submitter ismanufacturing an aloy and the individua metas are on the Inventory, isa
PMN required?

A. No, dloysare consdered to be mixtures. Aslong asdl the components comprising the
mixture are on the Inventory, a PMN isnot required. Intermetallic compounds of well-defined
stoichiometry such asNbAI3 are not consdered dloys and should be reported. Inventory
nomenclature guidance is available on this question at
www.epa.gov/oppt/newchems/mixtures.txt in the paper entitled Toxic Substances Control Act
|nventory Representation For Products Containing Two or More Substances. Formulated and

Statutory Mixtures.

203 Non-isolated Intermediates

203-1. Q. What isanonisolated intermediate?
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A. Nonisolated intermediates are exempt from PMN per 40 CFR 720.30(h)(8). As defined at
40 CFR 720.3(w), a“nonisolated intermediate’ is any intermediate that is not intentionaly removed
from the equipment in which it is manufactured, including the reaction vessdl, and any equipment
through which the chemica substance passes during a continuous flow process, but notincluding tanks
or other vesselsin which the substance is stored after its manufacture. Questions on specific
manufacturing processes should be directed to the Prenotice Communication Coordinator. A fact sheet
on nonisolated intermediates is available from the TSCA Hatline.

203-2. Q. Wha isan isolated intermediate?

A. Anisolated intermediate is defined in part as any chemica substance intentiondly removed
from the equipment in which it is manufactured. See 40 CFR 720.3(w). This phrase includesthe
reaction vessd in which the substance was manufactured and other equipment which is gtrictly ancillary
to the reaction vessdl, and any other equipment through which the chemica may flow during a
continuous flow process, but does not include tanks or: other vessels in which the chemica substance is
Stored after its manufacture.

Some manufacturers have questioned whether storage for a period of two or threehoursis il
considered to be part of a continuous flow process. ‘Without a complete description of the
manufacturing operation, it is difficult to give a precise answer. In generd, any chemicad substances
which are held temporarily in an otherwise continuous flow process for purposes thet are clearly related
to the necessity of the manufacturing process - such as heating, cooling, filtration or reaction - are not
cons dered reportable, while those that are held principally for purposes of storage would be
consdered reportadle. If manufecturers have further questions, they should consult EPA individudly.

The following examples offer clarification:

(1) Reactioninthe Same Vessal: Reactants A and B are charged to areaction vessd to form
achemica substance X. Then C is added to react with X to form another substance Y, which is then
drummed for shipment. In thisexample, X is congdered to be nonisolated, Snceit is not intentionaly
removed from the process equipment of manufacture. 'Y will be consdered to be isolated, sinceit is
intentionaly removed by drumming for transport.

(2) Reaction in onevessd with Purification in Another and Transfer to a Second Vessel: The
reaction is carried out in one enclosed reactor and the reaction mixture is then pumped through an
enclosed drum filter to another vessel for the next reaction step. The reection intermediate is
consdered to be nonisolated since thereis no intentiona remova and dl transfer is mechanica and
through closed equipment. However, if thefiltration is not closed or if the transfer is manud (for
example, involving the remova of the intermediate as afilter cake), then the intermediate would be
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consdered to beisolated since the transfer would not be through closed equipment. A amilar
interpretation gppliesto other processing steps between manufacture and subsequent reaction (e.9.,
digtillation, drying size reduction, €etc.).

In the case of batch processes, which for purposes of discussion aso includes semi-continuous
processes, intentiona storage is considered isolation, regardless of whether the equipment is closed or
not. Asdiscussed in the March 6, 1978 Federal Register (43 FR 9256), any chemical substances
which are held temporarily in an otherwise continuous flow process principaly for purposes of storege
are consdered reportable. The fact that amaterid remains in the reaction vessdl for a period of time
does not determine whether the materia isisolated and must be reported. It isamatter of intent: if the
resdence timeisfor storage purposes, the materid isreporteble. If the materia isheld for a
non-storage purpose (e.g., if holding an intermediate in avessd is to provide for-maintenance or repair),
it is not consdered to be isolated. The period of timeisnot crucid, aslong asthe intent isnot for
storage.

As an example, the annua removal and replacement of an enzyme catayst used in the
production process or the exchange of filters during routine maintenance would not affect the
nonisolated status of an intermediate in an otherwise closed system. However, if afilter isopened to
manudly trandfer afilter cake containing an intermediate substance, this intermediate is considered to be
isolated. In addition, the remava of samples of an intermediate substance strictly for quaity control
testing would not affect the nonisolated status of an intermediate substance.

203-3. Q.- What isthe difference between a batch and continuous flow process?

A. In abatch process, areaction occurs when the reagents are charged as a fixed quantity
(usudly expressed as mass per batch) and the reaction is alowed to go to completion. In acontinuous
reaction, the reagents are added continuoudly (generdly given in terms of mass per unit time) and the
reaction mixture is congantly flowing; its residence time in any piece of equipment can only be given by
aprobability function.

EPA defines “nonisolated intermediate” a 40 CFR 720.3(w) as “any intermediate that is not
intentionaly removed from the equipment in which it is manufactured .... but not including tanks or other
vessasin which the subgtance is stored after its manufacture” “In generd, any chemica substances
which are held temporarily in an otherwise continuous flow process for purposes that are clearly related
to the necessity of the manufacturing process — such as hesting, cooling, filtration or reaction — are not
consdered reportable, while those that are held principally for purposes of storage would be
considered reportable.” 43 FR 9256, March 6, 1978.

203-4. Q. Doesremova of substance from areaction vesse for sampling condtitute isolation?
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A. Qudity control sampling of a honisolated intermediate is not isolation and does not
disqudify the intermediate from the premanufacture notification exclusion for nonisolated intermediates
at 40 CFR 720.30 (h)(8).

204 Byproducts
204-1. Q. What isthe definition of a byproduct?

A. Asdefined at 40 CFR 720.3(d), a*“byproduct” is a chemica substance produced without a
separate commercid intent during the manufacture, processing, use, or disposd of another chemical
substance or mixture. Byproducts and impurities without separate commercid vaue are nonetheless
produced for the purpose of obtaining commercial advantage, since they are part of the manufacture of
achemica substance for commercia purposes. See 40 CFR 720.3(r). A byproduct is subject to
natification requirements unless its only commercid purpose is use by public or private organizations
that burn it asafud, dispose of it asawaste, or extract component chemica substances fromiit for
commercid purposes. See 40 CFR 720.30(g). (This excluson only applies to the byproduct; it does
not apply to any component substances extracted from the byproduct.) In addition, any byproduct
which is not used for commercia purposesis not subject to notification requirements. See TSCA 85(i)
and 40 CFR 720.22.

204-2. Q. A product is dready on the TSCA Inventory but its by-product is not listed in the
Inventory. Atalater dete, if there is ademand for the by-product, is the manufacturer required to
submit a PMN before he begins to manufacture the by-product for commercia purposes?

A. Yes, you must submita PMN if a by-product begins to be produced with a separate
commercid intent, unlessits only commercia purpose isfor use by public or private organizations that
burn it asfud, dispose of If aswaste, or extract component chemica substances from it for commercia
purposes, per 40 CFR 720.30(g).

204-3. Q. Can aby-product which is not on the Inventory be used as an intermediate in the
manufacture of another chemical substance which is on the Inventory?

A. Not without first submitting a PMN. Aswith any new chemicd, use as araw materia or
intermediate in the manufacture of another chemicd is commercid use requiring submisson of a PMN,
unless the by-product is on the Inventory or has gone through PMN review. A by-product cannot
(unlessit is never isolated) be used in manufacture.

204-4. Q. We havefiled aPMN and the 90-day review period has expired. Thisisamateria which,
until now, had been manufactured as a waste byproduct that was typicaly disposed of by incineration
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(and thus was exempted from PMN at 40 CFR §720.30(g)(2)). Can we now distribute material which
had been generated prior to the expiration date of the PMN review period?

A. Until the PMN review period is over, anew chemica cannot be manufactured for
commercid useor sde. During the review period, the only permitted manufacture is for R&D purposes
or for digposal asawaste. Obvioudy, once the substance is manufactured with the intention of being
used for TSCA-nonexempt purposes, it is subject to PMN requirementsiif it IS not aready included on
the TSCA Chemica Substance Inventory (Inventory). See 40 CFR 720.30(g).

Once the PMN review period has expired, if the substance was previoudy manufactured as a
byproduct, and was stored with the intent that it would be disposed of in case the PMN was not
approved, it may be used for commercia purposes. However, a Notice of Commencement (NOC)
cannot be filed until the first manufacture with intent for commercid use after the end of the 90-day
PMN review period.

The materid manufactured prior to the termination of the 90-day PMN review hasto be dedlt
with as a substance manufactured for R&D purposes, thus subject to the R& D procedural and record
keeping requirements at 40 CFR 720.36 and 720.78.

Once aNOC has been filed on later (post-PMN . review) manufacture of the same materid, the
materia produced prior to the termination of the 90-day PMN review period can aso be used for
commercia purposes.

205 End Use Reactions

205-1. Q. Whenisachemica substance that isformed upon end use of another chemica substance
(whichis on the Inventory) not subject to notification requirements?

A. 40 CFR §720.30(h)(5) excludesfrom PMN requirements “any chemica substance which
results from a chemicd reaction that occurs upon end use of another chemica substance, mixture, or
article such as an adhesive, paint, miscellaneous cleanser or other housekeeping product, fuel additive,
water softening and trestment agent, photographic film, battery, match, or safety flare, and which is not
itself manufactured or imported for distribution in commerce or for use as an intermediate.”

206 Modifier of Physicochemical Characteristics

206-1. Q. When isasubstance that modifies a physicochemical characteristic not subject to
notification requirements?
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A. A subgtance is subject to notification requirements even if its sole intention isto act asa
modifier of a physicochemica characteridtic. Thisisto be distinguished from a chemica substance that
is exempt from PMN noatification requirements under 40 CFR 720.30(h)(7)(ii) if it results from a
chemical reaction that occurs when a chemica substance intended solely to modify a specific
physicochemica characterigtic, functions as intended.

207 Articles
207-1. Q. What isthe definition of an article?

A. "Article’ isdefined a 40 CFR §720.3 as amanufactured item which: (1) isformed to a
gpecific shape or design during manufacture; (2) has end use function(s) dependent in whole or in part
upon its shape or design during end use; and (3) ether has no change of chemica compostion during its
end-use or only those changes in compaosition which have no commercia purpose separate from the
article of which it isapart and that may occur as described in 40 CFR §710.4(d)(5) and 40 CFR
§720.30(h)(5), except that fluids and particles are not considered articles regardless of shape or design.
Substances imported as part of anarticle are exempt from PMN per 40 CFR 720.22(b)(1), and
certain chemicas formed during manufacture of an article are exempt from PMN per 40 CFR
720.30(h)(6).

207-2. Q. Isbrakefluid in adomestically manufactured car reportable? Is brake fluid in an imported
car reportable? Isthe same brake fluid imported in adrum reportable?

A. A substance such as brake fluid would be subject to premanufacture notification when
made for ingaling in avehicle that is manufactured domesticaly. With respect to imports, 40 CFR
section 720.22(b)(1) states, that “Any person who intends to import a new chemical substance into the
United States for commercia purposes must submit a notice, unless the substance is excluded under
section 720.30 or unless the substance is imported as part of an article.” Chemical substances or
mixtures will be consdered to be imported aspart of an article if the substance or mixtureis not
intended to be removed from that article and has no end use or commercia purpose separate from the
aticeof whichitisapart. Chemica substances or mixtures which are imported within articles such as
drums, barrels, or other containers used for purposes of trangportation or containment are considered
to be chemical substances imported in bulk and are subject to PMN reporting requirements, because
they are intended to be removed from the container eventualy and have an end use or commercid
purpose separate from the container.

Therefore, brake fluid is exempt from Inventory/PMN reporting when imported as a

component of an article (for example in the brake system of an imported car), provided the article
which it accompaniesin commerce is not solely a container for it, and it is not intended to be released
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during use, and does not serve a function during use that is related to its release. However, brake fluid
imported in a drum would be reportable.

207-3. Q. Isapenan aticle? Istheink inthe pen apart of an article?

A. A pen meetsthe definition of an articleat 40 CFR 720.3(c). However, theink isintended
for release during use, and thusis not exempt from PMN requirements. (Refer to the above question).

207-4. Q. Isacandle an article? |sthe substance released by a candle asit burns considered part of
an aticle?

A. A candle mesets the definition of an article at 40 CFR 720.3(c). With respect to the
combustion products of acandle, 40 CFR 720.30(h)(5) excludes from PMN requirements any
chemica substance which results from a chemica reaction that occurs upon end use of an article and
which is not itsalf manufactured or imported for distribution in commerce or for use as an intermediate.
Therefore, combustion products of a candle are exempt.

207-5. Q. Isacandle or pen that contains a new chemical substance excluded from premanufacture
notification?

A. A substance that forms during the manufacture of an article destined for the marketplace
without furtherchemica changeis excluded from premanufacture notification per 40 CFR
720.30(h)(6). Thus, any new substances which comprise the candle or pen would be excluded from
PMN reporting as part of an article, but new substances isolated before the domestic manufacture of a
candle or pen would be reportable. On the other hand, ink, which isintended to be released from the
pen isnot exempt. See Q& A #207-3.

207-6. Q. Arefibrous materias consdered articles?

A. They can be. Fibrous materias are consdered articles (see 40 CFR §710.2(f) &
§720.3(c)) if their end-use functions depend in whole or in part upon their shape or design and they are
functiona in their end-use without a change of chemical composition except for changes that have no
commercia purpose separate from the articles of which they are apart. If aperson shapes achemica
substance into a filament or fiber, he would be a processor of that substance and would not have to
report the fiber based on the fact that the find product of the processing meets the definition of an
aticle. The chemica substance would be reportable by the manufacturer. However, if thet fibrous
materia was intended to be used as an intermediate in the manufacture of another chemical substance, it
would not be considered an article, but rather a chemical substance or mixture. Particles are not
articleswhether they are round or asymmetric. If awhisker or other fibrous materia may be used asa
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particlein its subsequent processing, it would not be considered an article.

207-7. Q. Aredyesand/or fire retardants excluded from reporting with regard to the finishing process
of an article?

A. Theintent of the exclusons at 40 CFR 88710.5(d)(6) and 720.30(h)(6) with regard to the
finishing process of an article (i.e., dyes and fire retardants) is to exclude chemica substancesthat are
not manufactured for distribution in commerce as a chemica substance per se and have no commercid
purpose separate from the mixture or article of which they may be a part. This excludes chemica
substances formed when the dye or fire retardant reacts with fibers of agarment or other article upon
end-use of those substances by a processor. The dyes and fire retardants themsel ves are not excluded
from reporting requirements if gpplied domesticaly, but could be exempt when imported as part of an
article. End-use reaction products should not be reported.

207-8. Q. Please darify what is covered by the article exemption: what about chemica components of
articles?

A. "Article" isdefined a 40 CFR 8720.3(c). In generd, an item would meet the definition of
an aticleif it is manufactured in a specified shape or design for a particular end use application, and this
design ismaintained as an essentia feature in the finished product. An example would be an automobile
bumper, which had to fit the auto modd for which it ismade. If an item is manufactured in a particular
shape for the purpose of shipping convenience and the shape of the item has no function in the end use,
it would not be viewed as an article. An example would be ametal ingot, or apdlet intended to be
melted and extruded in the manufacture of an article.

Chemicd substances that are imported "as part of an article” are excluded from the PMN
requirements by 40 CFR §720.22 (b)(2). It isEPA's policy that achemical substanceis not "part of an
article" where (1) the article isa container of the substance used to transport, contain, and/or dispense
it, and/or (2) the substance is intended to be removed (or released) from the article and has an end use
or commercid purpose separate from the article. A substance which is intended to be removed or
released from its article/container, and serves a function during use related to the remova/release of the
substance, is considered to have an end use or commercia purpose separate from the article.
Components contained by articles that are released upon end use and have a function separate from the
article are subject to PMN reporting requirements. Depending on circumstances, the same component
can meet, or not mest, the criteria. For example, brake fluid contained in the brake cylinder of an
imported automobile would be part of the automobile, which isan article. The same brake fluid
contained in a can (which isan article), and intended to be ingtdled in the automobile after import, is
congdered to have an end use or commercid purpose separate from the article.
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207-9. Q. Would achemica substance formed upon end use of an article, such as adhesive or
photographic film, be subject to notification requirements?

A. No. 40 CFR §720.30(h)(5) provides that any chemica substance which resultsfrom a
chemica reaction that occurs upon end use of another chemical substance, mixture, or article such as an
adhesive, paint, miscellaneous cleanser or other housekeeping product, fue additive, water softening
and treatment agent, photographic film, battery, match, or safety flare, and which is not itsalf
manufactured or imported for digtribution in commerce or for use as aniintermediate, is excluded from
natification requirements.

207-10. Q. Would achemica substance that results froma chemical reaction that occurs upon use of
any other chemicd substance, and formed during the manufecture of an article, such as curable plastic,
be subject to notification requirements?

A. No. 40 CFR §720.30(h)(6) exempts any chemical substance which results from a chemical
reaction that occurs upon use of curable plastic or rubber molding compounds, inks, drying oils, meta
finishing compounds, adhesives, orpaints, or any other chemica substance formed during the
manufacture of an article destined for the marketpl ace without further chemical change of the chemica
substance except for those chemical changes that occur as described elsewhere in §720.30(h) is
excluded from notification requirements.

208 The Two Percent Rule for Polymers
208-1. Q. Please explain the changesin the "two percent rule’ for polymers.

A. The"two percent rule" which has been in effect snce 1977, dlows manufacturers and
importers of polymers to add monomers or other reactants to an Inventory-listed polymer at levels of 2
percent or less (based on the dry weight of the manufactured polymer) without being considered to
have made a polymer with a different chemica identity than the Inventory-listed polymer. The two
percent rule so serves as abagis for determining the identity of a polymer that must be reported. This
method is cal culated based on the weight percentage of the monomer or other reactant "charged” to the
reaction vessel. The 1995 amendments to the New Chemicals Program regulations (60 Federa
Register 16298, 16310, 40 CFR 720.45(a)(2)(iii)) dlow persons greater flexibility in determining the
two percent level: In addition to being able to use the "charged” method, the 1995 amendments allow
persons to use an dternative method, e.g., to determine the amount of monomer or other reactant that
is “chemicaly incorporated (chemically combined)” in apolymer, and to report the minimum weight
percent of that monomer or reactant that is needed in theory to account for the amount incorporated.

A manufecturer is free to use either method to determine atwo percent level, however the
"incorporated” method, while providing more flexibility, also requires supporting anaytical data or
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theoretica caculations per 720.45(a)(2)(iv).

This change in the "two percent rule’ gppliesto dl polymers under TSCA, including Inventory
ligtings, PMN submissons, and Polymer Exemptions.

208-2. Q. Inlight of the modified "two percent rule," which now alows reporting of polymers as
incorporated aswell as charged, can al polymer listings on the Inventory now be reed either as
incorporated or as charged?

A. Yes All polymers on the Inventory can be interpreted either as incorporated or as charged.
Remember that "incorporated” means the minimum amount that theory requires to be charged in order
to account for the amount of monomer/reactant molecules or fragments found in the polymer itself.

208-3. Q. Does amanufacturer need to test every batch of polymer to prove that less than two
percent is incorporated, or would one documented test on atypical batch be sufficient?

A. A company is not required to test every batch, but is required to maintain in its records
andyticd data or theoretical caculations to demonstrate compliance with the "two percent rule" when
using the "incorporated” method. See 40 CFR 720.28. If the amount normally incorporated is
expected to be close enough to two percent that occasiona batches might exceed that leve, either
more frequent testing, or aways consdering the reactant to be part of the chemica identity, or
manufacturing a separate exempt polymer with the reactant present at greeter than two percent and
included inthe polymer identity, might be gppropriate.

208-4. Q. If anon-Inventory-listed monomer is charged or incorporated at less than or equa to two
percent can the resultant polymer still be eigiblefor the Polymer Exemption?

A. Yes. However, under 85(a), if a monomer or other reactant is not on the Inventory or
otherwise excluded from reporting or exempted from 85 requirements, it cannot be used for domestic
manufacture, regardless of its concentration in the product polymer.

A polymer containing anon-Inventory-listed monomer at less than or equa to two percent may
be eigible for the polymer exemption provided that the monomer does not “introduce into the polymer
elements, properties, or functiona groups that would render the polymer indigible for the exemption”.
40 CFR 723.250(g)(1).

It isimportant to note that a non-Inventory-listed monomer that is not on the list of permitted

reactants for the §723.250(¢e)(3) exemption (polyesters) will render it indigible for that exemption.
Thereare in fact reactants on that list that are not on the Inventory. These are not subject to the two
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percent limitation, since they have aready been reviewed for inclusonin thislist by EPA and are
considered not to be of concern.

208-5. Q. Can polymersthat utilize lessthan or equd to two percent of non-Inventory listed
monomers be digible for the Polymer exemption?

A. Such polymers would be digible for exemption as long as they-meet al the other exemption
criteria. However, amonomer used at any concentration must be on the Inventory or exempt before it
can be used in the domestic manufacture of the polymer.

208-6. Q. A prepolymer that is on the Inventory, is used to make apolymer. The prepolymer
contains a non-Inventory monomer, and the find polymer contains greater than two percent of that
monomer. Will my polymer be indigible for the Polymer exemption?

A. Not on the basis of the non-Inventory monomer; §8723.250(d)(4) bars the use of
“monomers and/or other reactants... that are not aready included on the TSCA Chemica Substance
Inventory...”. However, in this case the Inventory-listed prepolymer is the reactant that is actualy
charged to the polymerization reaction vessal. Thus, the polymer is digible for exemption aslong asit
meets dl the other exemption criteria The name of the fina polymer will include the non-Inventory-
listed monomer if the prepolymer is identified for TSCA. Inventory purposes with a random monomer-
based polymer name.

208-7. Q. If aninitiator is incorporated a no more than two percent, does it have to be on the TSCA
Inventory for the polymer to be digible for the Polymer Exemption?

A. Aninitiator or other reactant present a no more than two percent does not have to be on
the Inventory for a polymer to be eligible for the Polymer exemption. However, if the reactant is not on
the Inventory, it cannot be used for commercial manufacture in the United States. Consequently, this
discussion will for dl practical purposes be applicable only to imported polymers. See the Polymer
Exemption Guidance Manud a www.epa.gov/opptintr/newchems/polyguid.pdf for more details.

208-8. Q. Can| uselessthan or equd to two percent of any monomer that is on the Inventory and ill
be eigible for the Polymer Exemption?

A. Yes, aslong asthat monomer does not introduce elements, groups or properties that would
render the polymer indigible at the concentration of monomer used. Note, though, thet for the
§723.250(e)(3) "polyester” exemption, al components of the polymer must be on thelist of dlowable
reactants. In this case the use of non-lissed monomers, even at two percent or less, would render the
polymer indigible for the (e)(3) exemption.
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208-9. Q. If the"chemicdly combined” method is used and a company clams that two percent or less
of areactant isincorporated into the polymer even though the company charges a higher leve to the
reaction vessel, what records need to be maintained?

A. The company's records must contain analytical data or appropriate theoretica caculations
to demondirate that the minimum weight of monomer or other reactant required in theory to account for
the actua weight of monomer of other reactant molecules or fragments chemically incorporated is 2
percent or less. In addition, your records should take into account potentid batch-to-batch variation.
See 40 CFR 723.250(j).

208-10. Q. If aTSCA-listed brominated flame retardant is mixed at greater than two percent in a
polymer base, is the polymer subject to PMN requirements or is it exempt?

A. The materid is consdered to be a mixture of polymer and the flame retardant. Mixtures are
not subject to reporting under TSCA, provided that there is no intended reaction between the
components of the mixture. The compoenents of the mixture are separately subject to reporting if they
are not on the Inventory. See Q&A section 202 above and 40 CFR 720.3(u). If they are both on the
Inventory, no reporting is required. If the polymer is digible for the exemption, the presence of the
other component will not render it ingligible. See the Polymer Exemption Guidance Manud a
www.epa.gov/opptintr/newchems/polyguid.pdf for more details.

208-11. Q. A company has been importing a polymer containing a cross-linking agent used a a
concentration of lessthan 1% by weight. If the cross-linking agent is used at alevel greater than 2%,
will aPMN be required?

A. Monomers and other reactants (including cross-linking agents), added at greater than 2%
by weight, must be included in the polymer description in the Inventory. See 40 CFR 723.250(e). A
PMN would be required if no polymer islisted in the Inventory with the same composition including the
cross-linking agent.

208-12. Q. It gppearsfrom the Polymer Exemption rule that a person does not have the option of
including a reactant/monomer at less than or equa to two percent in the polymer identity. Isthistrue?

A. Yes, itistrue See 40 CFR 723.250(e). Polymers covered by a Polymer Exemption,
however, do not have aforma name. The "identity” is established by the percentages
monomersireactants charged or incorporated in the polymer, and is maintained in the
exemption-holder's records. If apolymer haslessthan or equa to two percent of a monomer/reactant,
the identity does not contain that monomer/reactant. If an otherwise identica polymer is made, and the
same monomer/reactant is used a greater than two percent, the identity of the second polymer is
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different from the first. Two exemptions would have to be claimed to cover both polymers, and a
second end-of-year notification would have to be made to EPA. See the Polymer Exemption Guidance
Manua a www.epa.gov/opptintr/newchems/polyguid.pdf for more details.

For polymers for which aPMN is submitted, the submitter does have the option of including a
reactant/monomer used at two percent or lessin the polymer identity. See 40 CFR 723.250(e).

209 Chemicals Manufactured Solely for Export
209-1. Q. What does "manufacturing solely for export” mean?

A. Asdefined at 40 CFR 720.3(s), "manufacture solely for export” means to manufacture or
import achemical substance soldly for export from the US; except for: (1) distribution solely for export
or processing solely for export, or (2) R&D per 40 CFR 720.36 and 720.78. According to TSCA
§12(a) and 40 CFR 720.30(€), chemicas manufactured solely for export and labeled as such are
exempt from much of TSCA, including 85 and the PMN requirement. ' The chemica substance may not
be used in the United States. TSCA 812(a)(1)(A).

209-2. Q. Do chemicds manufactured solely for export require premanufacture notification?

A. No. See Q& A #209-1.

209-3. Q.- Who is considered an exporter?

A. An exporter is defined a 40 CFR 707.63(b) (covering reporting regulations under §12(b)
of TSCA) as the person who, asthe principal party in interest in the export transaction, has the power
and responsibility for determining and controlling the sending of the chemica substance or mixtureto a
degtination out of the customs territory of the United States.

209-4. Q. Under what circumstancesis an exporter required to notify EPA of export to a particular
country?

A. Section 12(b) of TSCA requires any person who exports or intends to export a chemical
subgtance or mixture to notify EPA of the export of that chemicd to aparticular country if any of the
following actions has been taken with respect to the chemical substance or mixture:

(@) Data are required under 84 or 85(b);

(20 ~ Anorder has been issued under 85;
(3) " A rule hasbeen proposed or promulgated under 85 or 86; or
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(4  Anactionispending or relief has been granted under 85 or §7.
EPA’ s regulations implementing TSCA section 12(b) are at 40 CFR 707 Subpart D.
209-5. Q. Towhom at EPA must export notices be sent, and what information must they include?

A. Mark the notice and the envelope containing the notice " Section 12(b) Notice'. Mail to:

USEPA

Office of Pollution Prevention and Toxics
Document Control Office (7407M)

1200 Pennsylvania Ave., NW
Washington, DC 20460

If the notice is sent by courier, the delivery addressiis:

USEPA

Office of Pollution Prevention and Toxics
Confidential Business Information Center (CBIC)
EPA Eagt Building, Room 6428

1201 Condtitution Ave.

Washington, DC 20004-3302

Please note that , for courier deliveries, the CBIC is open from 8 AM to 4 PM. If you send
the notice by courier service and the courier comes after that time he or she will be turned awvay. You
can give the courier the phone number (202) 564-8930 and (202) 564-8940, to cdl if thereisa
problem with ddivery. If usng US mail, the room number is not necessary. Non-uniformed (bicycle,
etc) couriers will be met at the 1201 Constitution Ave. entrance by CBIC personnd. Uniformed
couriers are admitted to deliver directly to the CBIC.

Per 40 CFR 707.67, aNatice of Intent to Export should contain the following information:

(@) the name of .the regulated chemical asit appearsinthe 84, 5, 6, or 7 action (If acategory is
regulated, the name of the individua regulated chemical within that category, aswell asthe
name of the category, must be given. Use the name which gppearsin Volume | of the EPA
Chemica Substance Inventory or its supplements, if the chemical appearsthere);

2 the name and address of the exporter;

(3) the country(ies) of import;

4 the date(s) of export or intended export; and

) the section of TSCA under which EPA has taken action.
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According to 40 CFR 707.65, a Notice of Intent to Export must be submitted for the firgt
export or intended export to a particular country in the caendar year if the substance is the subject of
any of the following actions

(1) daaarerequired under 85(b),
2 an order has been issued under 85,
3 arule has been proposed or promulgated under 85 or 6, or
4) an actionis pending or relief has been granted under 85 or 7.
In addition, aNotice of Intent to Export must be submitted for thefirst export or intended
export to a particular country when data are required under 84.

A Notice of Intent to Export must be in writing (after EPA devel ops proceduresfor receipt of
electronic notices, these will be acceptable, too). A Natice of Intent to Export must be based on a
definite contractua obligation or an equivaent intra-company agreement, to export the chemica. Your
Notice of Intent to Export must be postmarked within seven days of forming the intent to export or on
the date of export, whichever is earlier.

Lessthan 2% of Notices of Intent to Export contain any assertion of confidential business
information (CBI). For submitters who do fedl they have aneed to have information about their
submissions kept confidentid, the requirements for making a CBI claim are discussed at 40 CFR
8707.75.

209-6. Q. Areisolated intermediates used in the manufacture of afina chemica substance whichis
solely for export subject to the PMN requirement?

A. Yes. Only the specific chemica substance which is manufactured solely for export is
excluded from PMN requirements. See 40 CFR 720.30(e).

210 Uses Covered by FIFRA
210-1. Q. Arepedticidesincluded in the definition of a chemicad substance?

A. No. The definition of the jurisdictiond termchemica substance” under 83(2) (and at 40
CFR 720.3(e)) of TSCA excludes any chemical when manufactured, processed, or distributed in
commerce for use as a pesticide, food, drug, cosmetic, tobacco, tobacco product, or specia nuclear

materid. Theterm pesticide has the meaning contained in the Federd Insecticide, Fungicide, and
Rodenticide Act (FIFRA), 7 U.S.C. 136 et seg. and the regulations issued under it.
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210-2. Q. Do pedticidesfall under the jurisdiction of FIFRA or TSCA?

A. Pedicides are regulated under FIFRA. A substance that is regulated under FIFRA would
not be regulated under TSCA, unless the substance has multiple uses. In the case of multiple uses,
some of which come under FIFRA and others which come under TSCA, the substance would fall
under the jurisdiction of both TSCA and FIFRA. If a substance is manufactured, processed, or
distributed for undifferentiated uses, then the substance will be presumed to be subject to TSCA. See
42 FR 64585 (comment 37), Dec. 23, 1977.

210-3. Q. How isit determined whether a substance is regulated under FIFRA or TSCA?

A. If amanufacturer, processor, or distributor of a substance hasintent, either by making
express or implied pesticide clams for the product, or by the product’ s having no other sgnificant
commercidly vauable use except as apedticide, or if the seller or distributor has knowledge that the
product will be used or isintended to be used as a pedticide, it would be considered a peticide within
the meaning of FIFRA. If the manufactureris making apedicidal clam for the materid, thisis evidence
that a substance is a pesticide within the meaning of FIFRA. Also, if the substance bears no pesticidal
clams, but has no commercidly vauable use except as a pedticide, it could still be a pesticide under
FIFRA.

211 Pesticide Inerts

211-1. Q. Areinert ingredients used in the manufacturing of a pesticide subject to the reporting
requirements of TSCA or FIFRA?

A. Inert ingredients produced or used in the manufacture of a pesticide are substances or
mixtures which can be regulated under TSCA. In order to be considered a pesticide, a substance must
be intended for use asapesticide. Aninert ingredient which isnot itself a pesticide would, accordingly,
be a chemica substance within the jurisdiction of TSCA; it comes within the jurisdiction of FIFRA
when it becomes a component of a pesticide product. 42 FR 64586 (comment 39), Dec. 23, 1977.

211-2. Q. Arethere Situations where the manufacturer, processor, or distributor of pesticides are
covered by TSCA versus FIFRA?

A. Any single chemica substance is subject to TSCA and FIFRA only if it has both pesticida
and non-pesticidal uses. TSCA authority covers the substances involved in manufacturing a pesticide.
It also coversinert ingredients until they become a part of the pesticide product, i.e., the formulation of
the pesticide product. Once formulated, the pesticide product, including its inert ingredients, is soldy
regulated by FIFRA for distribution and sde.
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If asubstance is dso used in non-pesticide products, the ingredient may be regulated in those
products under TSCA at the same timethat it is regulated under FIFRA as a component of the
pesticide product.

211-3. Q. Areingredients used in either pesticide or non-pesticide products that fal under the
jurigdiction of TSCA digible for the TSCA R&D exemption?

A. In some circumstances, yes. Thereisno specific R&D exemption in FIFRA. However, the
pesticide products containing the inert ingredients may require an experimenta use permit (EUP) under
FIFRA, or if used in small quantities, may not require an EUP (40 CFR 172.3). EUP requirements
apply only to the pesticide products, not the ingredients separately.

A new chemica substance used in smdl quantities as a pesticide inert ingredient falls within the
jurisdiction of TSCA and isdigible for the R& D exemption if the research and development is
conducted on the inert substanceitself. A new chemica will be covered by TSCA’s R&D exemption
until it becomes part of a pesticide product.. Once it becomes part of a pesticide product, it becomes
subject solely to FIFRA requirements. Note that 40 CFR 720.36(g) waives compliance with the R&D
requirements for activities intended solely to determine whether a substance can be used as a pesticide.

212 Pesticide Ingredients

212-1. Q. Aretheraw materias or intermediates used in the manufacturing of a pesticide subject to
the reporting requirements of TSCA or FIFRA?

A. Raw materids and intermediates used in the manufacture of a pesticide can be regulated
under TSCA. In order to be considered a“ pesticide’ under FIFRA,, a substance must be intended for
use asapedicide. A rawv materid or intermediate which is not itsdf a pesticide would, accordingly, be
achemical substance within the jurisdiction of TSCA; it would come within the jurisdiction of FIFRA
only when it becomes a component of apesticide product. 42 FR 64586 (comment 39), Dec. 23,
1977.

213 Pesticide Intermediates

213-1. Q. Areintermediates produced or used in the manufacturing of a pesticide subject to the
reporting requirements of TSCA or FIFRA?

A. Inorder to be considered a*“pesticide’ under FIFRA, a substance must be intended for use

asapedicide. Anintermediate whichisnot itsdf a pesticide would, accordingly, be achemica
substance within the jurisdiction of TSCA; it would come within the jurisdiction of FIFRA when it
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becomes a component of a pesticide product. 42 FR 64586 (comment 39), Dec. 23, 1977.

213-2. Q. Whenisreporting required under TSCA versus FIFRA regarding the manufacturing,
processing, or distribution of pesticides?

A. Discusson of EPA’s position on thistopic can be found at 42 FR 64585-86, comments
37-39, Dec. 23, 1977, and 51 FR 15098, April 22, 1986. To summarize;asagenera rule, a
pesticide may be subject to TSCA prior to registration under FIFRA or gpplication for an Experimental
Use Permit. However, “a person who manufactures or imports a chemical substance in smal quantities
solely for research and development is not required to comply with the requirements of [the TSCA
R& D exemption from the PMN requirement] if the person’s exclusive intention is to perform research
and development activities soldly for the purpose of determining whether the substance can be used as
apedticide.” 40 CFR 720.36(g). A chemica substance may be subject to TSCA and FIFRA if itis
manufactured for both pesticidal and non-pesticidal uses. TSCA authority also covers substances
involved in manufacturing apesticide. 1t dso coversinert ingredients until they become a part of the
pesticide product, i.e., the formulation of the pesticide product. Once formulated, the pesticide
product, including itsinert ingredients, is solely regulated by FIFRA for distribution and sde. If a
substance is dso used in non-pesticide products, the ingredient may be regulated in those products
under TSCA at the sametimethat it is regulated under FIFRA as a component of the peticide
product.

213-3. Q. Arepesicide intermediates that fall under the jurisdiction of TSCA digible for the R&D
exemption?

A. Theintermediate of a FIFRA-registered pesticide is digible for the R& D exemption only if
the research and development is conducted on the intermediate itself. Under FIFRA, an Experimenta
Use Permit (EUP) may be used to dlow apesticide maker to undertake scientific experimentation,
research or analysis or to determine customer acceptance or economic viability.  An intermediate for a
pesticide dlowed under an EUP s digible for the TSCA R&D exemption if the intermediate is only
being used in small quantities for scientific experimentation, research or andyss.

214 Uses Covered by FDA

214-1. Q. Arefood, food additives, drugs, or cosmetics included in the definition of achemical
substance?

A. Under TSCA 83(2) (and 40 CFR 720.3(€)), the definition of “chemica substance” does

not include any food, food additive, drug, cosmetic, or device, when manufactured, processed, or
digtributed in commerce for use as afood, food additive, drug, cosmetic, or device. Theterms
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cosmetic, device, drug, food, and food additive have the meanings contained in the Federal Food,
Drug, and Cosmetic Act, 21 U.S.C. 321 et seq., and the regulations issued under it. However; if these
same chemicals are dso intended for a TSCA use, then they are subject to TSCA. See 42 FR 64585
(comment 37), Dec. 23, 1977.

214-2. Q. What is FDA's definition of adrug?

A. Thedefinition of “drug” in the Federd Food, Drug, and Casmetic Act (FFDCA) includes
articles intended for use as a component of substance included in the definition of drug. (Note that the
FFDCA usestheterm “article’ in a generic sense to mean item, thing, substance, materid, and not the
term of art that “article’ connotes under TSCA.) See
http://mwww.fda.gov/opacom/laws/fdcact/fdcact1.htm for a more complete definition of drug under the
FFDCA. Asused intha Act, the term “component” does not mean only an item which may be
identified as an ingredient of adrug initsfind dosage form, but also includes any item used in the
production of the drug. Thus, precursors, intermediates, and cataysts intended for use in the
production of drugsin their find dosage form are drugs within the meaning of FFDCA.

Moreover, FFDCA clearly covers drugs during the investigation or research stage.
Consequently, the definition of drug in that Act includes chemica substances used for drug research and
development. The sameistrue of the definitions of food, food additives, and cosmetics.

214-3. Q. Are detergent substances, other than sogp, included in FDA's definition of cosmetics?

A. Initsdefinition of the term “cosmetic’, FFDCA 8201(1), 21 USC 321(i), specificaly
excludessoap. Theterm “sogp” isnot defined inthe Act. At 21 CFR 701.20(a), the Food and Drug
Administration interprets the term “sogp” to gpply only to articles that meet the following conditions: the
bulk of the nonvolatile matter in the product conssts of an dkdi sat of fatty acids and the detergent
properties of the article are due to the adkali-fatty acid compounds; and the product is labeled, sold, and
represented only as soap.

Products intended for cleansing the human body and which are not sogp as described above
are cosmetics, thus they are subject to the requirements of the FFDCA and itsregulations. Detergents
NOT intended for cleansing the human body are TSCA-regulated.

214-4. Q. Areintermediates and cataysts of adrug or cosmetic regulated under FFDCA or TSCA?

A. The definitions of FFDCA provide that chemical substances which are intended for useasa

component of afood, food additive, drug, cosmetic, or device are encompassed within the meaning of
such terms, respectively. The FDA consders intermediates and cataysts to be such components.
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Therefore, they are subject to regulation under FFDCA. Any such substanceis excluded from
regulation under TSCA if it is actudly manufactured, processed, or distributed in commerce solely for
use in the production of afood, food additive, drug, cosmetic or device.

214-5. Q. How would a substance with multiple uses which fals under the jurisdiction of FFDCA and
TSCA be regulated in order to avoid duplicative reguirements?

A. If asubstance has multiple uses only some of which are regulated under FFDCA, then the
manufacturing, processing, distribution, and use of the substance for the remaining uses would be within
the jurisdiction of TSCA. Under these regulations, that substance should be reported for the Inventory.
EPA does not intend to impose duplicative requirements on manufacturers and processors subject to
regulation under another Federa authority. Accordingly, EPA will consult with FDA or any other
Federa agency, as appropriate, prior to taking regulatory action on substances which are aso regulated
under other authorities.

214-6. Q. Are new subgtancesthat areisolated intermediates used only in the manufacture of adrug
subject to PMN?

A. No, if the intermediates are regulated by FDA, they are not subject to TSCA requirements.
215 Naturally Occurring Substances

215-1. Q.- What isthe definition of a naturaly occurring chemica substance and what are some
examples?

A. According to 40 CFR 710.4(b), any chemical substance which is naturaly occurring and
which is either unprocessed or processed only by manua, mechanica, or gravitationa means, by
dissolution in water; by flotation; or by heeting solely to remove water; or which is extracted from ar by
any means, shal automatically be included in the Inventory under the category Naturaly Occurring
Chemical Substances.; Examples of such substances are: raw agricultura commodities, water, air,
natura gas, and crude oil; and rocks, ores, and minerds.

216 Precipitation Inhibitors

216-1. Q. If anew chemica isformed when a precipitation inhibitor is added to a product and acts as
intended, is the new chemica subject to PMN reporting requirements?

A. No PMN needsto befiled for any chemica substance which results from a chemica
reaction that occurs when a precipitation inhibitor, stabilizer, colorant, odorant, antioxidant, filler,
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solvent, carrier, surfactant, plagticizer, corrosion inhibitor, antifoamer or defoamer, dispersant,
precipitation inhibitor, binder, emulsfier, deemulsfier, dewatering agent, agglomerating agent, adhesion
promoter, flow modifier, pH neutraizer, sequesterant, coagulant, flocculant, fire retardant, lubricant,
chelating agent, or quality control reagent functions as intended. See 40 CFR §720.30(h)(7)(1)-

217 pH Adjustment

217-1. Q. If anew chemicd isformed when a specific reagent is used to adjust the pH and acts as
intended, is the new chemica subject to PMN reporting requirements?

A. No. If anew chemica substance is formed when a pH adjuster isincluded in a product and
functions as intended, and the pH adjuster is not the substance itself, the substance formed is excluded
from PMN. See 40 CFR 8§720.30(h)(7)(i).

217-2. Q. What is the difference between pH adjusment and pH neutralization?

A. Theterms pH adjusment and pH neutralization are not synonymous terms. pH adjustment
deds with the fine tuning of the pH of asolution. For example, an acid with apH of 3 is made more
acidic by adjudting the pH to 2. Inthis example, materid used to adjust the pH is of course potentialy
subject to PMN reporting, but the chemicals resulting from the adjustment reection are excluded from
PMN reporting. However, if the change in pH is undertaken for the purpose of making a new
substance, the substance with the new pH will qualify for PMN reporting.

pH neutrdization, on the other hand, meansthat the pH of a solution brought to neutrdity or
near neutraity. Thisisgenerdly alarger changein conditions. For example, achangein pH from 14 to
7 would be consdered apH neutrdization. Thischange in pH will usudly result in a subgtantia change
in the chemical species present and contribute to the function of the chemicd. The new chemicds
resulting from the pH neutrdizing reaction are subject to PMN reporting requirements. If you have a
gtuation for which you think this guidance is ambiguous, it is gppropriate to contact an EPA prenctice
coordinator for resolution.

218 The "(h)(7)" Exemption - 40 CFR §720.30(h)(7)

218-1. Q. What are the criteriathat must be met, for a substance to be excluded from the Inventory or
PMN reporting under 40 CFR 720.30(h)(7)?

A. It mus fully satify dl of the following criteria

1. The substance is formed from a chemica reaction that involves the use of a chemica
substance of the type described under 40 CFR 710.4(d)(7) or 720.30(h)(7);
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2. The substances does not function to provide one or more primary properties that would
determine the use of the product or product mixture distributed in commerce, even though it may impart
certain physicochemica characteristics to the product or product mixture of which it is a part; and

3. The substanceis not itsdlf the one intended for distribution in commerce as achemica
substance per se. Although it may be a component of the product, product mixture, or formulation
actualy digtributed in commerce, it has no commercid purpose separate from the product, product
mixture, or formulation of which it is a component.

(See EPA's published clarification on this issue available through the TSCA Hotline (202) 554-1404:
the package from Joseph Carra, Deputy Director, Office of Pollution Prevention and Toxics, to the
regulated community, dated June 29, 1994.)

218-2. Q. If apolymer is partly ionized during use by apH change which increases its water
absorption to greeter than 100 percent by weight, is the polymer no longer digible for the exemption?
Doesthe so-cdled " (h)(7)" pH neutralizer exclusion gpply to polymers >10,000 MW that absorb more
than 100 percent of their weight of water upon neutrdization? Doesthe"(h)(7)" excluson teke
precedence over the Polymer Exemption, or vice versa?

A. If the polymer becomes water-absorbing upon use in neutral water, it is awater-absorbing
polymer, whether or not ionization isinvolved. Trestment of high-molecular-weight polymersin the
New Chemicas Program is described at "www.epa.gov/oppt/newchems/hmwtpoly.htm." Water
absorbing highmolecular weight polymers are indligible for the Polymer Exemption per 40 CFR
723.250(d)(5). See 60 Fed. Reg. 16,319-16,320 (March 29, 1995).

If the substance is ddliberately converted to a water-absorbing polymer by neutrdization, that
conversion congtitutes manufacture for commercid purposes as a chemica substance, rather than
processing. The resulting substance would be a different polymer that would be considered
water-absorbing and consequently not digible for the Polymer Exemption (even if the neutrdizing agent
used isless than or equa to two percent, apolymer must sill meet the eigibility requirementsin order
to be exempt). The resulting neutralized substances would aso not be excluded from reporting under
720.30(h)(7). The unneutraized starting polymer could till be digible for the Polymer Exemption, if it
met the other exempition criteria

On the other hand, if the neutraization results in a substance excluded from reporting under 40
CFR 8720.30(h)(7) (which basicaly covers processing rather than manufacture), that substance
remains excluded from reporting even if it would have been indigible under the Polymer Exemption. If
an exempt polymer is converted into a water-absorbing substance as aresult of a chemical process or
reaction that produces a substance excluded from reporting under (h) (7), the starting polymer remains
exempt. Both the Polymer Exemption and 40 CFR §720.30(h)(7) apply, independently, to the
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respective substances.

218-3. Q. If achemicad manufacturer supplies a customer with a TSCA listed acid and the customer,
without making natification under 85, makes a sdt not on the Inventory, is the customer in violation of
TSCA or subject to an excluson?

A. The sdt would be areportable chemica substance, and therefore would be subject to the
PMN requirementsif it isnot on the Inventory. If, however, the customer makes the salt under
circumstances which are covered by an excluson (common exclusons are those at 40 CFR
§8720.30(h)(5), (h)(6), and (h)(7)), notification is not required.

219 New Chemical Formed Incidental to Storage

219-1. Q. If achemica substance is formed incidentd to Storage or digposd, is the new chemical
subject to PMN reporting requirements?

A. No, 40 CFR 8720.30(h)(4) excludes any chemica substance which results from a chemica

reaction that occurs incidenta to storage or disposa of another chemica substance, mixture, or article
from PMN reporting requirements.
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3. EXEMPTIONS
301 Research and Development
301-1. Q. What does the term "research and development” (R& D) encompass?

A. Under 85 of TSCA, “research and development” (R& D) has aspecific meaning.. Firs,
85(i) of TSCA and 40 CFR 720.30(i) exempt non-commercia research and development from the
PMN requirement. Second, 85(h)(3) of TSCA and 40 CFR 720.36 exempt substances that are
manufactured in smal quantities solely for commercid research and development (R& D) from the 85(a)
notice requirements. No gpplication is required for the R&D exemption under 85(h)(3). To quaify for
the R& D Exemption, the substance must be manufactured in smal quantities for.research and
development and the manufacturer and users must comply with the regulations at 40 CFR 8§720.36 and
§720.78.

EPA has published additiond guidance on the R& D exemption in: the preamble to the
Inventory Reporting Requirementsat 42 Fed. Reg. 64572 (December 23, 1977); the notice entitled
"TSCA Chemica Substances Inventory; Removal of Inappropriately Reported Synfuel Substances' at
48 FR 7683 (February 23, 1983); and the preambles to the proposed and find revisons of the PMN
regulations published a 49 FR 50201 (December 27, 1984) and 51 FR 15096 (April 22, 1986),
regpectively. Thereisagood summary of R&D requirementsin the New Chemica Information Bulletin
"Exemptions for Research and Development and Test Marketing” (1986-1, November 1986, Office of
Toxic Substances), avallable from the TSCA Hotline at (202) 554 1404 or at
www.epa.gov/oppt/newchems/tmeranddbull etin.pdf.

In the course of R& D activities, professiond researchers using the substances must be engaged
in collecting information about and monitoring tests of the chemical substances being studied or
developed. Generd distribution of chemica substances to consumers does not congtitute R&D.

Chemica subgtances used exclusvely for R&D are digible for the R& D exemption if their
manufacturers meet dl the requirements associated with the exemption. (See discussion of requirements
below). The substance must either be the focus of R& D itsdlf, or be used in an R& D activity focusing
on anather chemical substance. The latter category encompasses reagents, chemicasto be used as
gtandards for chemica andysisin laboratories, and intermediates used soldly to produce R&D
subsgtances, including intermediates used in the production of pesticides used exclusvely for R&D.

The purpose of R&D isdistinct from test marketing pursuant to TSCA 85(h)(4) and 40 CFR

720.38. The PMN regulations define R& D and test marketing at 40 CFR 720.3(cc) and 720.3(gg),
repectively. R& D focuses on the analysis of the chemica or physica characterigtics, the performance,
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or the production characteristics of a chemical substance, a mixture containing the substance, or an
article. Test marketing focuses on customers acceptance of achemicd substance, and the probable
demand for aproduct in a market where it will be competing with other goods.

R& D encompasses awide range of activities which may occur in alaboratory, pilot plant,
commercid plant outsde the research facility, or at other Sites gppropriate for R&D. The following
activities which test the physicd, chemical, production, and performance characteristics of a substance
may be consdered R&D:

» chemica synthesis and physica/chemicd properties testing in the laboratory,

* hedth and environmenta effects testing,

* tests or demondtrations of equipment or production processes, which typicdly take placein

pilot facilities, but may aso involve production in full-scale commercid runs (eg., testing a
new chemical to ascertain whether it can be produced in commercia scale equipment, or
testing a new or modified process to determine process capahilities such as yield, uniformity,
or process scale-ups),

» efficacy and performance tests (e.g., testing of color fastness of a dye, or the efficiency or

lifetime of anew catalyst in achemica manufacturing process), and

» consumer pane testing of the performance characteristics of anew chemical substance.

(EPA encourages manufacturers and importers to check with the Office of Pollution
Prevention and Toxics to determine whether their consumer panel testing activities comply
with the requirements of the rule)

Because consumer pand testing could involve broad exposures to new chemica substances,
manufacturers and importers using a. consumer pane should be sure that, to meet the requirements of
the R&D exemption, they:

(1) consder the activities of the consumer pand 'in any assessment of risk,

(2) notify panel members of the potentiad for risksin amanner that adequatdly informs them, and

(3) provide the services of atechnicaly qudified individua who will supervise the testsdirectly ina
manner which offers panelists no |ess protection than would be provided to workers engaged in R&D
in alaboratory.

301-2. Q. IsR&D conducted entirely in laboratories under prudent practices exempt from the risk
evauation requirement?

A. Yes, under 40 CFR 720.36(b)(2), R& D conducted entirely in laboratories under prudent
practices is exempted from the requirement for risk evauation. EPA has determined that alaboratory's
compliance with OSHA's |aboratory standard at 29 CFR §1910.1450, requiring the formulation and
implementation of a Chemica Hygiene Plan, is sufficient to exempt alaboratory from the evauation of
risks. "However, persons who engage in R&D for, or obtain an R&D chemica from, a manufacturer

3-2



Section 3: Exemptions

must be notified of any risk to health which may be associated with the chemical.
301-3. Q. What records must be retained when performing R&D?

A. Per 40 CFR 720.78(b), the following records must be retained: information reviewed and
evauated to determine the need to make any notification of risk, documentation of the nature and
method of risk natification, documentation of prudent Iab practices used instead of risk notification and
evaduation and, if an R& D substance is manufactured at greater than 100 kgslyear, records regarding
the chemica identity of the substance to the extent known, the production volume, and the disposition
of the R&D chemical must aso be retained.

301-4. Q. The PMN regulations state that any R& D substance must be supervised by a technically
qudified individud (TQI). What isthe definition of aTQI?

A. A TQI isdefined a 40 CFR 720.3(ee) asa person or persons who, because of education,
training, or experience, or acombination of these factors, is capable of understanding the hedth and
environmenta risks associated with the chemica substance which is used under his or her supervision.
A TQI isresponsible for enforeing gppropriate methods of conducting scientific experimentation,
andysis, or chemica research to minimize such risks, and who is responsgible for the safety assessments
and clearances related to the procurement, storage, use, and disposal of the chemical substance as may
be appropriate or required within the scope of conducting aresearch and development activity.

301-5. Q. Isthere aproduction volume limit for R&D exemptions? How do the PMN regulations
define the term"'smal quantities'?

A. "Smdl quantities' is defined a 40 CFR 720.3(cc) as quantities of a chemica substance
manufactured, imported, or processed or propased to be manufactured, imported, or processed solely
for research and development that are not greater than reasonably necessary for such purposes. EPA
has nat atempted to define "smal quantities’ quantitatively. EPA recognizes that the quantity of a
chemical substance needed for legitimate R& D activities varies congderably with the category of
substance, the use of the substance, and the nature and stage of R&D. For example, 80,000 barrdls of
crude shae ail produced in a pilot plant operation, 500 pounds of aresin produced for performance
testing, and 1 pound of a dye additive developed at the laboratory stage may dl qualify as"small
quantities’ relative to the respective commercid activity.

301-6. Q. Our company manufactured subgtantia excess materiad under the R& D exemption,
because, to make the materid at al, we had to make afull batch in our pilot plant. Based on our
research, we have filed aPMN, and the PMN review period has expired without regulatory action.
Can this excess materiad now be used for commercia purposes? How does this impact Notice of
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Commencement (NOC) requirements? Must such use be precleared with EPA?

A. Excess R&D substance can be used for commercia purposes after the PMN review period
expires. The NOC may not be filed until the new chemica substance is first manufactured for a
nonexempt commerciad purpose after expiration of the PMN review period. After,the PMN is
submitted and the review period expires, no additiond review by EPA is required prior to use of the
excess R& D materia for a nonexempt commercia purpose. In this Situation, it is prudent to make a
memorandum to the file describing the Stuation and your reliance on this advice, particularly if aNOC
will not be filed until long after expiration of the PMN review period.

In addition, 40 CFR §720.30(¢) and (f) alow certain commercia uses of excess R&D
materials, prior to clearance of aPMN. Additiona information on the R&D exemption is provided in
EPA's New Chemicd Information Bulletin: Exemptionsfor R& D and Test Marketing, whichis
available from the TSCA Hotline at (202)554-1404 or at
www.epa.gov/oppt/newchems/tmeranddbulletin.pdf.

301-7. Q. Weare developing a new polymer that is not on the TSCA Inventory but which meets
EPA's Polymer Exemption criteria Do | need to follow the R& D exemption criteria, and if so, for how

long?

A. Bascdly, you can choose. If you meet the R&D exemption criteria at 40 CFR 720.36
(broadly: you have a clear plan of what you are trying to find out, you notify the appropriate people that
the materia isnot on the TSCA Inventory, the substance can only be used for R& D purposes under
the supervison of a Technicaly Qudified Individua (TQI), you keep the required records, and you
supply ahazard information document) then you need not meet the Polymer Exemption criteria. If you
meet the criteriafor using the Polymer Exemption at 40 CFR 723.250 (broadly: you conduct an interna
review to verify that the polymer based on the monomers/reactants in the name satisfies the criteria, you
have an intent for commercid use, you fulfill record keeping requirements and year-end notification of
EPA) you need not meet the R&D exemption requirements.

301-8. Q. Please clarify the requirements for a Notice of Commencement (NOC) with regards to the
R&D exemption?

A. A NOC must be submitted within 30 days of manufacture for a nonexempt commercia
purpose. "Nonexempt commercid purpose” includes commercid R&D not in full compliance with the
R&D regulations at 40 CFR 720.36 and 720.78(b). If the first batch of new chemical substance
manufactured after expiration of the PMN review period is"soldly for R& D purposes' and will be used
in compliance with the R& D regulations, the submitter may not fileaNOC. If, however, the
manufacturer does not wish to comply with the R&D regulations and record keeping requirements, a
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NOC must befiled.

301-9. Q. Direct shipments of chemicas not on the Inventory from foreign suppliersto U.S. Sites pose
aproblem on how to provide natification as an R& D exemption. How do you suggest this best be
handled?

A. Under TSCA, the importer of the materia has the responsibilities of a manufacturer.
Importers of R&D substances that are not listed on the Inventory must provide positive certification
under section 13 of TSCA and comply with the R& D regulations and record keeping requirements at
40 CFR 8720.36 and 720.78(b). Persons who receive direct shipments of imported R& D substances
must aso comply with the R& D regulations and section 13 certification requirements.

302 Test Marketing Exemption
302-1. Q. What does atest-marketing exemption (TME) involve?

A. Asprovided in TSCA 85(h)(1) and 40 CFR 720.38, any person may apply for an
exemption (from the requirement for PMN) to manufacture or import new chemica substance for test
marketing. The manufacturer is required to submit atest-marketing exemption (TME) noticeto EPA at
least 45 days prior to manufacturing the substance. Under 40 CFR 720.3(gg), test marketing means the
distribution in commerce of no more than a predetermined amount of a chemica substance, mixture, or
article containing that chemical substance or mixture, by a manufacturer or processor, to no more than a
defined number of potential customers to explore market capability in a competitive Stuation during a
predetermined testing period prior to the broader distribution of that chemica substance, mixture, or
aticlein commerce.

EPA may grant the TME if it determinesthat activities involving the substance will not present
an unreasonable risk of injury to hedth or the environment. In addition, EPA may grant an exemption
subject to limitations such as the use of measures/controls to protect human hedth and the environment.
(TSCA 85(h)(1)(B) and 40 CFR 720.38(€)).

302-2. Q. What informeation should be submitted when gpplying for tes-marketing exemptions
(TMEB)?

A. The 85 PMN form is used to submit the information required of an TME. For an adequate
review, test-marketing exemption gpplicants should, a a minimum, include the following informeation in
their gpplications:

(1) dl'exiding data regarding hedth and environmentad effects of the substance including
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physica/chemica properties or, in the alosence of such data, a discussion on toxicity based on
sructure-activity relationships and relevant data on chemica anaogues,

(2) the maximum amount to be manufactured or imported for test marketing,

(3) the maximum number of persons who may be provided the substance during test marketing,

(4) the maximum number of persons who may be exposed to the substance as aresult of test
marketing,

(5) information on estimated duration and routes of exposure, and

(6) adescription of the test-marketing activity, including the length of time that will be required and how
the activity may be distinguished from full-scale commercia production and from research and
development. Theseitems are set out in 40 CFR §720.38(b).

302-3. Q. What is EPA's procedure after recelving a test-marketing exemption (TME) application?

A. In accordance with 85(h)(6) of the Act, after EPA receives an application for aTME, EPA
will publish in the Federal Register a notice containing asummary of the information provided in the
gpplication, to the extent it has not been claimed confidentia. No later than 45 days after EPA recaives
an gpplication, EPA will either approve or deny the gpplication. Thereafter, EPA will publish a notice
in the Federa Register explaining the reasons for gpprova or denid. 1n gpproving a TME, EPA may
impose any redtrictions necessary to ensure that the substance will not present an unreasonable risk of
injury to health and the environment as a result of test-marketing.

302-4. Q. What information must be maintained by the person or persons who maintain a
test-marketing exemption (TME)?

A. According to 40 CFR 720.78(c), any person who obtains a test-marketing exemption must
retain documentation of information in the application and documentation of compliance with any
resrictions imposed by EPA the TME isgranted. Thisinformation must be retained for five years from
the fina date of manufacture or import under the TME.

302-5. Q. What isthe difference between test marketing and R&D?
A. Tet-maketing and R& D differ in the following ways

Test marketing must be gpproved by EPA before it is conducted and the submitter of the
goplication must distinguish the test marketing activity both from R& D and from full-scde commercid
production. In any test marketing activity, the amount of materia produced and distributed, the number
of potential customersto whom it is distributed, and the time period of the test must be specified to
EPA in advance of digribution. Test marketing involves digtribution of a chemicd substancein
commerce to adefined market to evauate demand for, or customers acceptance of, the substance
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being tested. See New Chemica Information Bulletin: Exemptions for Research and Development and
Test Marketing at www.epa.gov/oppt/newchems/tmeranddoulletin.pdf.

R&D does not involve pre-gpproval by EPA. Persons must meet the requirements of the R&D
exemption at 40 CFR §720.36 (procedures) and 720.78 (record keeping.) R& D involves monitored
tests of physica, chemical, production or performance characteristics of a substance, and reguirements
for R&D include generdly applicable safeguards for workplace safety (presence of atechnicaly
qudified individua in non-laboratory settings, procedures for warning workers of potential hazards,
etc.)

303 Low Volume Exemption

303-1. Q. Areamendments to alow volume exemption effective on receipt or is areview by EPA
dill necessary?

A. Approvd of LVE amendmentsis by no means automatic. Under 40 CFR 720.50(j), some
amendments which will result in achange in site, production volume or physica form, and al
amendments which will result in achange in use or exposure controls require a submisson of anew
exemption request. Such submissions are subject to the 30 day review and may not take effect until the
review period expires.

A manufacturer may, without submitting anew notice, begin to manufacture the new chemica
substance at aSite not listed in its exemption application without prior review by EPA, and notify EPA
within-30 days after initiating manufacture, only under the following conditions described at 40 CFR
§723.50(j)(6)(ii)(A): exposure of workers to the new chemica substance at the new Steisequd to, or
less than, that at the Ste for which EPA performed its original risk-assessment; and at the new Ste
either the manufacturer does not rel ease to surface waters any of the new chemica substance, or any
waste streams containing the new chemica substance; or the manufacturer maintains surface weater
concentrations of the chemical substance, resulting from direct or indirect discharges from the
manufacturing Site, at or below 1 part perbillion (or an dternative level previoudy approved by EPA in
writing). If the manufecture initiates manufacture at anew Ste under this provison, it must notify EPA
of the new manufacturing site no later than 30 days after the commencement of manufacture of the new
chemical substance under the LVE at the new manufacturing Ste.

The natification to EPA must contain the EPA-designated exemption number to which the
notification gpplies, manufacturer identity, the street address of the new manufacturing Site, the date on
which manufacture commenced a the new site, the name and telephone number of atechnica contact
a the new Ste, any clam of confidentidity, and a Statement that the notification is an amendment to the
origind exemption application under the terms of this section. The notification may be submitted on
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EPA form 7710-56 “"Notice of Commencement of Manufacture’; however, the manufacturer must add
the statement required under paragraph (j)(6)(ii)(A) of this section that the notification is an amendment
to the origind exemption. The natification must contain an origind signature of an authorized officia of
the manufacturer.

303-2. Q. What isthe maximum cumulative production volume a company must adhere to if they want
to submitaLVE?

A. LVEs cannot exceed 10,000 kg/yr cumulative production for the holders. See 40 CFR
723.50(a)(i). Above that volume, aregular PMN is needed. However, under 40 CFR
723.50(€)(2)(vi), amanufacturer can bind themsdf to alower production volume and EPA will conduct
itsrisk assessment &t that level.

303-3. Q. TheLVE production volume limit is Stated in kilograms per year (kg/yr). Isthat ona
caendar year or fiscd year basis?

A. Nether. Itisonan "anniversary” basis. At 40 CFR 723.50(a)(2)(i) the application is
required 30 days before manufacture begins, and at 40 CFR 723.50(a)(1)(i) manufacture is enjoined at
greater than 10,000 kg (or smaller approved quantity) per year. In other words, EPA intends that the
12-month production volume period begins the date following expiration of the 30-day notice review

period.
303-4. Q. How do | designate a lower than 10,000 kg/yr production volume?

A. Place the production volume in the designated box in Part |, Section (C)(1) of the form and
mark (X) the corresponding binding box. In filing an LV E you are offering enforcesble conditions for
your use of a substance, including amount.. If, after the LVE is granted, you manufacture the substance
outside of those conditions, you are in violation of TSCA. EPA basssitsreview of an LVE on the
amount agreed by the submitter, and does not have to consider plausible scenarios for greater use of
the materid. However, if the binding box Is not checked, EPA will assessthe LVE gpplication at the
maximum use level of 10,000 kilograms/yesar.

303-5. Q. What doesthe “binding option” mean in legd teermswhen filinga LVE?

A. Infiling aLVE or aLow Release or Exposure Exemption (LOREX) you are proposing
enforceable conditions for your use of a substance. If, after the LVE/LOREX is granted, you
manufacture the substance outside of those conditions, without first obtaining EPA’ s gpproval of those
changes, you arein violation of TSCA. EPA basesitsreview of an LVE/LOREX on the conditions you
have proposed, and does not have to consider other plausible use scenarios for the materid. Seein
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particular 40 CFR 723.50()).

303-6. Q. | currently hold aLVE under the 1,000 kg celling (of the pre-1995 LVE rule).-Do | have
to submit anew LVE to continue making 1,000 kg/year?

A. No. You arefree to continue manufacturing your LV E substance under the terms of that
exemption. However, if you want to make any change (e.g., increase the volume to 10,000 kg/year or
change manufacture Site, use, human exposure or environmenta release controls) you will have to gpply
for anew LVE pursuant to the amended regulations (see 40 CFR §723.50 (m) - Exemptions granted
under superseded regulations).

303-7. Q. May an LVE application be submitted smultaneoudy witha PMN?-1f not, isthere a
time-period after aLVE has been submitted in which aPMN may not be submitted?

A. EPA generdly does not dlow the smultaneous submisson of aLVE and PMN for the
same subgtance from the same submitter. Any LVE submitter has certified that he/she intends to
manufacture under the terms of the exemption which includes a production volume &, or less, than
10,000 kg/yr. The smultaneous submission of a PMN for agreater production volumeisconsdered a
contrary statement of intent, that is the submitter does not intend to manufacture under the terms of the
exemption. It is EPA's generd policy however that, following submission of aLVE gpplication, the
same company may submit aPMN for the same chemica 90-days before the end of the 1 year period
commencing with EPA's approva of the LVE. This policy has been adopted on the understanding that
no more than 10,000 kilograms per year would be produced under the LVE. Although thereisno
prohibition in the LVE regulations against the submission of a PMN immediately after the expiration of
the LVE review period, an applicant's good faith certification may be questioned.

EPA discourages such practices and may request the submitter to support the apparent change
inintent. It isimportant to note here that the burden of proving digibility for an exemption rests with the
person claiming the exemption. EPA advises manufacturers and importers of exempt substancesto be
prepared to meet this respons bility should a question arise concerning their compliance.

303-8. Q. Will an LVE application be congdered incomplete if the 85 submisson form, which is now
required, is not filled out completely?

A. No. EPA requires the use of the 85 submisson form to standardize the presentation of
information by submitters. EPA'sinterna work flow isimproved: EPA Form 7710-25 enables our
reviewers to go to the information they need easly, and facilitates our review. Y ou need only provide
the information required for the LVE. Both for PMN and LVE submissons, you must provide dl the
information you have which can be rlevant to therisk case. If there isinformation needed for a PMN
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submission which you think is not needed for an LV E submission, you can leave the space blank or
contact a prenotice coordinator to ask for advice.

Before the 85 submission form was required, reviews of many LV E applications were delayed
because EPA had unresolved concerns on exposures and releases, or controls for either. Although
submitters are encouraged to provide human exposure and environmentd release information,
submission of thisinformation is consgdered optiona. The notice will not be declared incomplete
without thisinformation; however, if not provided EPA will generate its own estimates and there may be
delaysin thereview. It isworth noting that more information can be necessary to support a“will not
present an unreasonable risk finding” for the higher production volume chemicds being reviewed under
the 10,000-kg expanded LV E exemption than may have been necessary for a 1,000-kg LVE.

303-9. Q. What happensif | do not commence manufacture of the LVE substance within one year of
EPA approvd of my LVE submisson ?

A. Inyour LVE submisson you certify that, at the time you are submitting the exemption
goplication, to the best of your knowledge it is your intent to commence manufacture within one year.
If you fail to manufacture within thet year, a new notice would not be required, however, you may have
additiona reporting if there isasecond exemption reguest by another manufacturer for the same
substance. If EPA findsit isin the position to consider denying the second request based on cumulétive
exposures or environmenta releases of the substance, EPA will natify the first exemption holder that it
must provide certification to EPA that he/she has commenced manufacture/ import, will commence
manufacturel import, or EPA may withdraw the exemption. If the first exemption holder does not
respond to EPA within the required 21 days, EPA may revoke the exemption. See 40 CFR 723.50(f).

303-10. Q. Must the 85 submission form be used to make changesto aLVE?

A. Any changesin use, exposure, release, controls, production volume (if bound at alower
level), iImportation only, and certain changes in Site of manufacture, require the submisson of anew
exemption gpplication usng the 85 submisson form (EPA form 7710.25). However, duplicative
information need not be re-submitted. Y ou need only submit those pages of the 85 submisson formin
which new information is provided in support of the modification request. The new notice must include
chemical identity, manufacturer's name, a name and telephone number of atechnica contact, new
sgned certifications, and the change. A modification must dso include the identity of the previous
exemption number. A box on the cover page of the form is provided to identify that the type of notice
is an exemption modification. See 40 CFR 723.50(j)(5).

303-11. Q. What isthe advantage to me of submitting aLVE instead of aPMN if I'm required to use
EPA Form 7710-25 (the 85 submission form) and provide the same information in an LVE gpplication
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asinafull PMN.

A. Each type of submission has advantages, depending on the submitter's needs. The most
subsgtantia submitter advantagesto aLVE gpplication instead of a PMN are: 1) a new substance may
be marketed earlier (30-day review instead of 90) and, 2) it alows the manufacturer to self-impose
exposure and release controls without requiring development of a 85(e) Consent Order or SNUR. For
EPA, since an LVE gpplication is an agreement to make (a) particular usx(s) at (a) particular site(s), an
LVE dlows EPA’ s reviewers to focus only on the use scenario contemplated by the submitter. This
sf-limitation by the submitter smplifies the review and under some circumstances dlows EPA to
authorize materids for which other plausible uses pose grester potential danger than the use(s) identified
by the submitter.

Although the information requirements for a PMN and an exemption are very smilar they are,
infact, not identical. For LVES, the submission of human exposure and environmenta release data for
stes not controlled by the submitter is optiona. 1n addition, the exemptions have only a 30-day review
period. Aswell, the exemptions do not require the submisson of afee or additiona notice copies.

303-12. Q. Mugt an LVE substance manufacturer immediately cease distribution of an exempt
substance upon learning that acustomer is not following al the exemption requirements?

A. If amanufacturer of an LVE substance learnsthat adirect or indirect customer is
processng or using the exempt substance outside the terms of the exemption, that manufacturer must
cease digribution to the customer unless the manufacturer: 1) notifies the customer in writing within 5
working days that the customer has failed to comply with the terms of the exemption, and 2) within 15
working days of such natification, the manufacturer receives written assurance from the customer that
the customer is aware of terms and will comply. The manufacturer need not report afirgt offense to
EPA if customer assurance is received. See 40 CFR 723.50(k).

303-13. Q. Arethereany other sources of information on the terms of the LVE to share with my
customers?

A. A fact sheet on the March, 1995 revisons to the LVE regulations (60 FR 16336-16351)
has been developed and is available from the TSCA Information Service at 202-554-1404.

303-14. Q. How do | make the import certification under 40 CFR 707.20 if | have obtained an LVE
for asubstance? Isit a postive or anegeative certification?

A. The cetification is the same as the certification for a substance which has been the subject
of PMN. It would be a positive certification assuming the import isin compliance with the LVE and
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other relevant TSCA regulations.
303-15. Q. Dol need to submit aNOC for aLow Volume Exemption substance?

A. No. A NOC isnot required for an LV E because the purpose of aNOC isto enable EPA
to update the Inventory, and LV E substances are not put on the Inventory.

304 Polymer Exemption

304-1 Q. | thought the new Polymer Exemption was going to excuse me from notifying EPA about a
quaifying polymer chemica substance. What isthe point of requiring the January letter? It doesn't

even have to include a substance identification - why bother requiring aletter, if it doesn't give EPA any
red information? How do you know you aren't getting notified several times about the same polymer?

A. The purpose of the January letter (required by 40 CFR 723.250(f)) isto enable EPA
ingpectors to know where they might want to go to monitor.compliance with the Polymer Exemption
Rule, particularly since EPA will no longer receive natification prior to manufacture. The January letters
aso keep EPA informed asto the frequency of use of the Polymer Exemption.

The requirements of the new Polymer Exemption for the manufecturer are not trivid. The
manufacturer needs to determine that the substance is a qualifying polymer, and needs to record that
determination, @long with the substance identity, amount made, €tc., for ready retrievd if requested by
an EPA inspector. The January letter natifies EPA that your company has made a new substance for
the first time under the terms of the exemption, and you need to tie it, internally, to the records you are
maintaning. Thus, if an EPA ingpector comes to your plant with acopy of your notification letter, you
will be adle to provide that ingpector with the required information about the materid.

It's quite possible that EPA receives multiple notifications. Each manufacturer is required to tell
EPA once about its first manufacture of a non-Inventory materid.

304-2 Q. | haveapolymer which | think conforms with the Polymer Exemption. When | caled
EPA’ s Prenotice Coordinators to get that confirmed, they refused to tell me whether it did or not. Why
won' they answer my question?

A. Thisis partly aresource problem. One of the reasons the Polymer Exemption Rule was
changed in 1995 to a natification-only system from areview system was to limit the resource demands
on EPA in reviewing low-risk polymer substances. If EPA did such reviews, even people who had a
high level of certainty that their substances were compliant would request them, and EPA would be
back to putting large amounts of gaff time into review of low-risk materiads,
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304-3. Q. Some determination/andysis has been made to demondtrate that a polymer my firm intended
to meke is digible for the exemption. Thisevauationisvdid. However, after making it in the plant for
1 year my lab finds through plant quaity assurance that the materia we have been in fact meking is
outside the requirements of the exemption. Does aviolation exist?

A. Yes you have avidlaion, and you should self-report to the Office of Enforcement and
Compliance Assistance (OECA). If the polymer as normally synthesized is expected to be close
enough to the limits of the exemption that occasona batches might be outside the limits, either plan to
conduct more frequent testing or have another strategy to ensure that you stay within the limits of the
exemption.

304-4. Q. My company made amaterid, which is digible for the Polymer Exemption, for R&D last
year. | did not notify EPA, because | did not have intent to sell it outside the scope of R&D. Then this
year we decided we could sl the materid. We have some materid |eft from the synthesisfor R& D
use, and we do not need to make any more of the materid to meet thisyear's needs. The question is
when to notify EPA? We didn't have non-R& D commercid intent last year, and were not going to
make it this year.

A. You may not natify usthat you have made a polymer-exempt materid until you first make it
with intent for non-R&D commercid use. See 40 CFR 720.36. EPA understands that this may well be
next year. You can sdll the materiad now. Thisis asomewhat unusud case, and it would be prudent to
make a note to the files so that you can show any ingpectors who visit your plant that you thought abbout
the issue and researched EPA position on the matter, if the question israised.

305 LOoREX Exemption
305-1. Q. Must the 85 submission form be used to make changesto a LOREX?

A. Yes. Any changesin use, exposure, release, controls, production volume (if bound at a
lower levd), importation only, and certain changes in Ste of manufacture, require the submission of a
new exemption application using the 85 submisson form, EPA form 7710.25. However, duplicetive
information need not be re-submitted. Y ou need only submit those pages of the 85 submisson formin
which new information is provided in support of the modification request. The new notice must include
chemicd identity,; manufacturer's name, a name and telephone number of atechnica contact, new
sgned certifications, and the change. A modification must dso include the identity of the previous
exemption number. A box on the cover page of the form is provided to identify that the type of notice
is an exemption modification. See 40 CFR 723.50(j)(5).

305-2. Q. What isthe difference between a LoREX gpplication and aPMN, if | must use the 85
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submission form and provide the same information in a LOREX gpplication asin afull PMN? Why
would | want to submit a LoREX?

A. The main advantages to the submitter of a Low Release and Exposure Exemption (LoREX)
gpplication are (1) with a 30-day review period, a new substance may be marketed earlier, and (2) it
alows manufacturer to saf-impose exposure and release controls without developing a 85(e) Consent
Order or SNUR. The LoREX digibility requirements are listed at 40 CFR 8720.50(c)(2). They are
amilar to requirements often imposed through a 85(e) Consent Order. , Thus, a submitter, particularly
one which regards its candidate chemical as likely to require a 85(e) Consent Order, can agree to
restrictions and avoid a drawn-out process to receive approval. EPA gets a clearer scenario for
substance use, the ahility to re-review the substance if new uses (which may pose different risks) are to
be initiated, and also avoids the effort of developing a 85(€) Order.

The LOREX exemption request does not require the submission of afee or additiona notice
copies.

305-3. Q. Isthereavolume or other use restriction for LOREX substances?

A. There are no manufacturing volume or import volume restrictions for LOREX substances.
LoREX exemption holders may manufacturelimport any amount of the exempted substance provided
they maintain releases and expasures within the stated LOREX criteria. Regarding uses, LOREX
substances may be used only for uses described in the gpproved exemption application. New uses will
be approved by EPA if the new uses do not present an unreasonable risk to human hedlth or the
environment, but they must go through areview process. The fact that new uses will be reviewed
alows EPA to limit the review necessary for the origina application, and is part of EPA’s ahility to
expedite and limit review for LOREX substances.

305-4. Q. Please daborate on how you will determine potentia for workersto redly usethe
designated protective equipment from an exemption gpplication. It seems EPA ismore likely to grant a
LoREX to larger companies with a larger industrid hygiene saff. Isthistrue?

A. When an gpplicant for any PMN exemption states in the application that designated
protective equipment will be employed, EPA has accepted, and will continue to accept, that statement
as true without regard to the size of the gpplicant company. If agiven applicant has an established
history of misrepresenting actua workplace conditions, or if EPA has aknown bass for believing that
specified exposure controls will not be used under actua workplace conditions, EPA may chooseto
require additional documentation to ensure that the designated equipment is used.

305-5. Q. Will the worker inhaation caveat for "adequate inhaation protection” be tied to a 85(€)
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Consent Order?

A. Thebadsfor aLoREX grant is essentidly an agreement between the submitter and EPA
that its conditions will be adhered to. This agreement can be enforced by EPA. To alarge extent, this
has the effect of a Consent Order, but no specific Order will be developed.

To provide "adequate inhdation exposure controls' submitters of LOREX exemption notices
should (1) identify the workplace operations where inhdation exposureis likely to occur, (2) assessthe
magnitude, frequency, and duration of potential exposure, (3) assess the effectiveness of the various
exposure controls, and (4) sdlect the method or combination of methods that will provide workers with
the appropriate protection for the given workplace.

While EPA strongly encourages submitters to reduce workplace exposures at their source,
where feasible, submitters could aso "provide adequate inhaation exposure controls' based on the use
of gppropriate respiratory protection equipment. If thereisa potentia for inhal ation exposure, EPA
generdly requires respirator testing to demondtrate the adequacy of respiratory equipment so that there
is"no inhaation exposure’, and compliance with the genera requirements regarding respiratory
protection used in TSCA 85(e) Consent Orders and SNURs. These requirements stipulate the use of
respiratory protection in accordance with the Nationa Ingtitute of Occupationa Safety and Hedlth
(NIOSH) regulations at 30 CFER part 11, and the Occupationa Safety and Health Administration
(OSHA) regulations at 29 CFR 1910.134. (See generally 40 CFR §8721.63). Similarly, the inherent
physical or chemica properties of the substance submitted for an exemption may form the bassfor a
conclusionof "no inhaation exposure’, asin a nonvolatile dye manufactured, processed, and used only
in solution, such that inhaation of particulates will not occur.

305-6. Q. Inregard to the LOREX genera population inhdation provisons, what happens when one
renegade molecule escapes from my plant and is bresthed by a plant neighbor? The generd public has
been exposed! How do | demonstrate "no exposure?”

A. The generd population inhaation exposure criterion was not intended to preclude
manufecturers of subgtances with minute fugitive air emissions from utilizing the LOREX exemption. As
explained in the preamble to the rule, EPA has found, based on its PMN review experience, that
chemical substances with fugitive air emissons under 23 kilograms per Ste per year are seldom found
to present an unreasonable risk of injury to the genera population. However, no absolute criterion for
fugitive emissons has been set and EPA will review each LOREX application to determine exemption
igibility in regard to emissons. Some pergstent, bioaccumulative, and toxic materias may beindigible
even below a23 kglyear levd.

305-7. Q. Mugt aLoREX substance manufacturer immediately cease distribution of an exempt
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substance upon learning that a customer is not following al the exemption requirements?

A. If amanufacturer of an LOREX substance learns that adirect or indirect customer is
processing or using the exempt substance outside the terms of the exemption, the manufacturer must
cease digribution to customers unless the manufacturer: 1) notifies the customer in writing within 5
working days that the customer has failed to comply with the terms of the exemption, and 2) within 15
working days of such notification, the manufacturer receives written assurance from the customer that
the customer is aware of terms and will comply. The manufacturer need not report afirst offence to
EPA if customer assurance is received. See 40 CFR 723.50(k).

305-8. Q. Incineration does not appear to be an acceptable means of disposa unless complete
decomposition is determined. Isthis correct?

A. No. Incineration is permissible under the LOREX criteriaif the estimated annua average
concentration of the exempted substance after incineration, using the formula provided in paragraph
(©)(2)(iv) of therule, isat or below 1 microgram per cubic meter. Consult the rule preamble (60 FR
16338) for further information on the incineration criteria.
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4. COMPLIANCE AND ENFORCEMENT
401 Compliance Issues

401-1. Q. | submitted aPMN for a chemica, and we have been manufacturing for severd years. |
have manufactured a batch in which there is an impurity as aresult of amanufacturing error. My
company had ordered a materia from my supplier, and the supplier had, inerror, supplied uswith a
smadl amount of another raw materid dong with the desired raw materid. My synthesis then resulted
in, dong with gpproximately 97-99% of the desired (Inventory) materid, an unintentionaly present
impurity (non-Inventory), by our andyss present at approximately 1-3% of the desired product. The
impurity has no commercia vaue. Can we use this chemica for another purpose besdes R&D or
designation for disposd?

A. Such an impurity is exempt from Premanufacture Notice requirements based on 40 CFR
§720.30(h)(1) since it was not produced with a separate commercia intent during the manufacture,
processing, use or disposd of another chemica substance or mixture. You can sl the material
containing it as your Inventory materia, with an impurity present.

402 Enforcement Issues

402-1. Q. Since Polymer Exemptions are based on expected low risk, isthere any discussion with the
Office of Enforcement & Compliance Assistance to decrease the penalty under the gravity based

pendlty palicy?

A. EPA has made a finding, in deve oping the Polymer Exemption, that polymers which qudify
for the exemption have low risk. With respect to pendlties associated with failure to submit Polymer
Exemption notifications or PMINSs, EPA's TSCA 85 Enforcement Response Policy does take into
account the low risk associated with these types of chemicals. Violations of the premanufacture notice
requirement by failure to submit a Polymer Exemption notice can range in pendties from $1,100 to
$11,000 per day. Thiscan be compared to other PMN violations which can range in penaties from
$1,100 to $27,500. See www.epa.gov/Compliance/resources/policies/civil/tscaltscaberp.pdf.

OPPT has dready exempted many polymers from PMN review viathe PMN rule amendments
which dlow manufacturers of new polymersto notify EPA during January about any new exempt
polymers they first made during the preceding year. Other polymersthat do not qudify for this
exemption are required to submit PMNSs because we have not made a finding that they are not of
concern to EPA, and would not be subject to the lowered pendlty range discussed above. Other
polymersthat do not qualify for this exemption should be submitted as PMNs because EPA has not
made afinding that these polymers will not present unreasonable risk. These polymers would not be
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subject to the lowered penaty range discussed above.

Asfor other types of pendty reductions or mitigations to the gravity-based pendty of falure to
submit Polymer Exemption notifications, companies can salf-disclose via EPA’s audit policy. If a
company meets dl of the audit policy's requirements (and there is no economic gain from
noncompliance), the gravity-based penaty can be (depending on review of theindividua case) reduced
to zero.

402-2. Q. | havefound that | committed a TSCA violation. EPA has't caught the violation and | have
fixed the problem. | don't think | hurt anybody. You aretdling me that | should "sdlf-report” to your
Enforcement group. Why should I? If | don't, you may never catch me, and your pendtiesare very
high.

A. EPA encourages sdf-disclosures through specid incentive programs. It is possible EPA will
find violations through our inspection activities or through atip. TSCA pendties are subgtantialy higher
if you don't self-report. TSCA pendtiesmay be as high as $27,500 per violation per day. See TSCA
816 and 40 CFR Part 19. Under EPA’s TSCA 85 Enforcement Response Policy, self-confession may
earn a 25% discount in pendty; and timely self-confesson within 30 days of discovery may reduce the
pendty another 25%, for atotal pendty discount of 50%. (See
www.epa.gov/Compliance/resources/policies/civil/tscaltscaberp.pdf.)

Furthermore, violators that self-disclose and satisfy dl nine conditions of EPA’s “ Audit Policy”
—including "systematic discovery” of the violaion through an environmenta audit or acompliance
management system — can be excused from gravity-based pendties. Gravity-based penaties are that
portion of the pendty over and above the economic benefit. EPA retains its discretion to collect any
economic benefit that may have been redlized asaresult of noncompliance. Entities that fail to meet the
firgt condition -- systemeatic discovery -- can sill be digible for 75% pendty mitigation and for no
recommendation for crimind violations. See "Incentives for Sdf-Policing: Discovery, Disclosure,
Correction and Prevention of Violations' (65 FR 19,618, April 11, 2000). See, a0,
www.gpagov/compliance/incentives/auditing/auditpolicy.html.

403 European Community

403-1. Q. Please compare and contrast polymer regulatory exemptions in the European Union with
EPA's Polymer Exemptions.

A. The EU and US natification sysemsfor polymers differ in severa important ways. in the

US, there are two mgor waysto legdly enter into commerce with a polymer that is subject to TSCA
regulation- through the Polymer Exemption (described at 40 CFR §723.50) or through premanufacture

4-2



Section 4: Compliance and Enforcement

natification, resulting in an Inventory listing (if gpplicable, the Low Volume or Low Release, Low
Exposure exemptions can be used). A polymer which fits the requirements of the Polymer Exemption
(these requirements were set by EPA based on common characteristics of polymers which had been
reviewed by the New Chemicas Program and found not to engender an unreasonablerisk) can be
entered into commerce without having been reviewed by EPA, and only a notice that a new polymer
has initiated manufacture during the preceding year need be submitted. Persons who want an Inventory
listing for their new polymers for commercid reasons, and those whose polymers do not fit the profile
EPA has identified as not posing an unreasonable risk, need to submit premanufacture notification.

In the EU, polymers are treated essentidly as though they were mixtures. Notification is not
required if the polymer does not contain greater than 2% of ‘any "new" monomer (that is, amonomer
which is not on the European Inventory of Existing Commercid Substances (EINECS) of
gpproximately 100,000 substances which were in commerce in the EU in 1981), but if the polymer
contains a"'new" monomer at greater than 2%, the full premarket notification requirements gpply for
that monomer. The effects of this policy are Smilar to the effects of the Polymer Exemption in the US,
except that it is substantially more difficult to enter a polymer with a non-EINECS monomer onto the
market in the EU. The EU natification system is described briefly below, asit relates to polymers:

Polymer-related Aspects of New Chemicas Notification System in the EU

The EU notification system was established 9/18/79 via Directive 79/831/EEC, ak.a., the 6th
Amendment to the basic Directive 67/548/EEC, and went into effect in 1981.

The EU requires submission of anatification dosser before placing anew substance on the
mearket in quantities greater than 1 metric ton per year per manufacturer. In the case of

polymers, the new substance is the non-EINECS monomer (The EU scheme is pre-market
versus the U.S. scheme which is pre-manufacture) The EU does not dlow test marketing.

A “new substance’ is defined as one not listed on the European Inventory of Existing Chemica
Substances (EINECS). EINECS does not include any polymers, because they are treated as
though they were mixtures of their component monomers.

New chemicals are not placed on EINECS; subsequent marketers of the same substance are
aso required to notify.

The notification dosser relates to the substance as marketed, rather than the pure substance.

The notification dosser must contain a*“base set” of tests gpproximately equd to the OECD
Minimum Pre-Marketing Data (MPD) Set. At 10 tonglyear, the authorities may require further
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testing, and at 100 and 1,000 tons/year additiona testing packages are required (known as the
"sep system’).

The notifier can market the substance anywherein the EU 45 days after submitting the
notification dossier to the Member State where the substance is manufactured or imported.
That lead Member State circulates a summary dosser to the other Member States, who may
request the leed authority to make changes or ask the notifier for further information.

The EU classfication system generaly only accepts testing on the substance itsdlf rather than
reliance on Structure Activity Relationship (SAR) andyss The EU dassfication sysem is
based on specific objective criteria (e.g., “toxic” =rat oral LD50 between X and Y mg/kg
body weight) which determines how a substance will be classified and |abeled.

Notable Differences Between EU System and New Chemicals Notification System in the U.S.

The U.S. notification system reguires pre-manufacture notification, which is at an earlier point in
the development of a chemica than the EU pre-market notification system.

The PMN form itsdlf requires al avallable data on chemica identity, production volume,
byproducts, use, environmental release, digoosa practices, and human exposure. EPA aso
requires that the following information be submitted with the PMIN: dl existing hedth and
environmental data in the possession of the submitter, parent company, or affiliates, and a
description of any existing data known to or reasonably ascertainable by the submitter.
However, no minimum set of test dataisrequired: 85 of TSCA does not require chemical
companies to test their new chemical substances for potentid toxic effects. Therefore, EPA’s
review (and 85(e) regulatory actions) are often conducted in the absence of such data and
relieson SAR.

A new chemicd is €igible for addition to the TSCA Inventory after the PMN review has been
completed. To add a substance to the TSCA Inventory, the company that submitted the PMN
must provide.aNotice of Commencement of Manufacture or Import (“NOC”) to EPA within
30 days of the date the substance is manufactured or imported for nonexempt commercid
purposes. Once asubstanceis listed on the TSCA Inventory, it is considered an existing
chemica: Currently, about 45% of PMN substances commence manufacture.

404 Canada

404-1. Q. Havethe polymer digibility criteria been discussed with Environment Canada (EC)? If yes,
does EC agree s0 that someday we can get North American harmonization?
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A. A generd description of the Canada program on new chemica substances can be found at
www.ec.gc.calsubstances/ndb/eng/index_e.htm. There are several mgjor features of the Canada
program which are devel oping towards harmony with that of USEPA; most notably Canada's process
for a substance moving from the Non-Domestic Substances List ("NDSL"), based on Inventory status
in USA, to Domestic Substances List ("DSL") status, based in part on experience gained elsewhere.



