October 11, 2018 (updated October 31, 2018)

Ten Things PMN Submitters Need to K now

By Mark Duvall, Ryan Carra, and Tim Serie

Does your company plan to submit a premanufacture notice (PMN) under section 5 of the
Toxic Substances Control Act (TSCA)? Hasit done so recently? If so, you need to know the
answers to ten key questions:

What are the new fees and when will they be assessed?

How does EPA interpret the possible PMN determinations?

How does EPA interpret “conditions of use”?

How often does EPA make each determination?

What isthe timeline for EPA to make its determination?

How can a submitter increase the likelihood of afavorable (or at |east faster)
determination?

7. What is EPA likely to include in a section 5(e) order?

8. How likely is EPA to adopt a significant new use rule (SNUR) for a PMN substance?
9. What isthe timeline for EPA to adopt a SNUR following a section 5(e) order?
10. What are the prospects for a“not likely” determination and a non-order SNUR?

Sk wdE

This alert provides answers to those questions based on what EPA has said and done since
enactment of the TSCA amendments on June 22, 2016.

1 What Arethe New Fees and When Will They Be Assessed?

Under EPA’s new feesrule, the fee for aPMN is $16,000, an increase from the former
fee of $2,500. For small businesses, the feeis $2,800.2

The fina feesrule, 40 C.F.R. Part 700,% applies to all PMNSs received starting on October
1, 2018 and continuing through Sept. 30, 2021. The fees will increase thereafter to adjust for
inflation.

2. How Does EPA Interpret the Possible PMN Deter minations?

EPA must make one of five determinations after completing its review of a PMN:

e The PMN substance “presents’ an unreasonable risk of injury to health or the
environment under the conditions of use;

! The amendments were made by the Frank A. Lautenberg Chemical Safety for the 21% Century Act (LCSA), Pub.
L. 114-182 (June 22, 2016).

2 See TSCA Administrative Fees Structure, https://www.epa.gov/tsca-fees/tsca-administration-fees-
structureffeestable. The new fees were authorized by section 26(b) as amended by the LCSA.

383 Fed. Reg. 52694 (Oct. 17, 2018), https.//www.gpo.gov/fdsys/pka/FR-2018-10-17/pdf/2018-22252.pdf.
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The information available to EPA is“insufficient” to permit areasoned evaluation of the
PMN substance;

In the absence of sufficient information, the PMN substance “may present” an
unreasonable risk of injury to health or the environment [under the conditions of use];*
The PMN substance is or will be produced in “substantial quantities” and may reasonably
be expected to enter the environment in substantial quantities or there may be significant
or substantial human exposure; or

The PMN substance “is not likely to present” an unreasonable risk of injury to health or
the environment under the conditions of use.

EPA must make its determinations without consideration of cost or other non-risk factors. It
must consider an unreasonable risk of potentially exposed or susceptible subpopulations, such as
workers or pregnant women.

EPA has clarified how it interprets those determinations:®

The “presents’ determination is similar to the “may present” determination (see below),
except that here there is sufficient information that the level of uncertainty in the risk
assessment isrelatively low. Under this scenario, EPA will issue an order under section
5(f) or aproposed rule under section 6. A section 5(f) order may ban one or more uses of
the PMN substance, but it could be limited to requiring exposure controls and possibly
testing.

The “insufficient information” determination means either (1) that EPA lacks key
information on the PMN substance or an analog, and thus it cannot make a reasoned
evauation; or (2) that EPA has sufficient hazard information but has no benchmark on
exposure to allow it to assess the risk. With this determination, EPA may issue an order
under section 5(e) requiring the PMN submitter to conduct testing and submit the test
results to EPA prior to commercialization.

The “may present” determination means that EPA cannot make a* presents”
determination due to limited information, but the information available indicates that the
PMN substance may present health and/or environmental hazards of concern, and one or
more exposure scenarios presents an unreasonable risk. With this finding, EPA will issue
asection 5(e) order. If it considers that exposure controls can adequately manage the
risks, it will require the use of exposure controls and may require the PMN submitter to
conduct testing after commercialization. Otherwise, it will require the PMN submitter to
conduct and submit testing prior to commercialization.

4 This determination option appears twice. In section 5(a)(3)(B)(ii)(1), it does not refer to “under the conditions of
use,” but in section 5(€)(1)(A)(ii)(1) that phrase does appear.

5 Seg, e.g., presentation by Maria Doa, “Reviewing New Chemicals under the Toxic Substances Control Act” (Dec.
14, 2016), https.//www.epa.gov/sites/production/files/2016-

12/documents/public_meeting_presentation mjd 12 13 16 rev.pdf.
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e The“substantial quantities” determination is based on EPA’s longstanding exposure-
based guidelines (e.g., production greater than 100,000 kg/year).® This finding will
usually trigger a section 5(e) order with exposure-based testing requirements.

e The"“not likely to present” determination means either that:

o0 EPA hasfound the PMN substance to have low potentia for human and
environmental toxicity and the substance is not both persistent and
bioaccumulative;

o Toxicity ishigher but all exposure scenarios do not present unreasonable risks; or

0 The substance may have the potential for higher toxicity but thereislittle
potential for exposure dueto its physical-chemical properties.

If EPA makes this determination, the PMN submitter may begin commercia production
immediately, and EPA will issue a statement under section 5(g) explaining its
determination.

3. How Does EPA Interpret “ Conditions of Use”?

For three of the possible determinations — “may present,” “presents,” and “not likely to
present” — EPA must make the determination in light of the PMN substance’ s “conditions of
use.” TSCA section 3(4) defines “conditions of use” to mean “the circumstances, as determined
by the Administrator, under which a chemical substance isintended, known, or reasonably
foreseen to be manufactured, processed, distributed in commerce, used, or disposed of.”

In determining the conditions of use, EPA has said that it usesinformation in the PMN
and in the literature; attributes of the substance (such as its physical-chemical properties);
information on analogs of the substance in light of any differences between the substance and the
analog; and information on downstream processing and use of the substance and analogs.” More
specifically, EPA has explained:®

e Ingenerd, the“intended” uses are those in the PMN.

e “Known” conditions of use include activities within the United States that result from
manufacture that is exempt from PMN submission requirements.

e “Reasonably foreseen” conditions of use are future circumstances determined on a
highly fact-specific, case-by-case basis. EPA saysit will use its professional
judgment, experience, and discretion — not hypotheticals or conjecture —when
considering such factors as:

0 Evidence of current use of the new chemical substance outsidethe U.S,;

0 Evidence that the PMN substance is sufficiently likely to be used for the same
purposes as existing substances that are structurally analogous; and

o Conditions of use identified in aninitial PMN submission that the submitter
omitsin arevised PMN.

6 See Exposure-Based Policy under Section 5 of TSCA, https:.//www.epa.gov/reviewing-new-chemical s-under-toxic-
substances-control -act-tsca/ex posure-based-policy-under-section.

7 See note 5.

8 See the standard footnote 1 in “not likely to present” determinations, e.g., that for PMN P-18-0070 (Oct. 5, 2018),
https://www.epa.qov/sites/production/files/2018-10/documents/p-18-0070 determination _non-cbi_final.pdf.
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With respect to the “reasonably foreseen” criterion, many section 5(e) orders require the
use of the exposure controlsin the PMN or amended PMN, suggesting that EPA regards the non-
use of those controls — either by the PMN submitter or others —to be “reasonably foreseen” and
sufficient to trigger a“may present” determination.

Conceivably, EPA may not have a concern with the conditions of use described in the
PMN or amended PMN, but it may have concerns about the conditions of use of potential future
manufacturers and processors. In that case, it must determine whether those “ reasonably
foreseen” uses “may present” an unreasonable risk. In that circumstance, PMN submitters may
want to argue that EPA should not make a*“may present” determination. EPA’s only option after
making that determination is to issue a section 5(e) order to the PMN submitter — which will
have no effect whatsoever on the potential future manufacturers and processors whose uses are
the basis for the concern.

4. How Often Does EPA Make Each Deter mination?

By far the most frequent determination is“may present.” In the 27 months since
enactment of the LCSA (through September 27, 2018), EPA has make 498 final PMN
determinations.® Of those, EPA made:

e 2“presents’ determinations resulting in a section 5(f) order (0.4%).°

e 2“insufficient information” determinations resulting in a section 5(€) order (0.4%).1*

e 416 “may present” determinations resulting in a section 5(e) order (for 1 of which EPA
also made a“substantial quantities’ determination) (83.5%).

e 1 *“substantial quantities’ determination resulting in a section 5(e) order (for which EPA
also made a“may present” determination) (0.2%).%2

e 78"not likely to present” determinations resulting in a section 5(g) statement (15.7%).%2

9 This figure excludes PMNs found to be invalid or that the submitter withdrew (typically following an initial
adverse response by EPA). The statistics are based on review of Premanufacture Notices (PMNSs) and Significant
New Use Notices (SNUNSs) Table, https.//www.epa.gov/reviewing-new-chemical s-under-toxic-substances-control -
act-tsca/premanufacture-notices-pmns-and (as of Sept. 27, 2018; thistable is updated weekly). These figures differ
from those presented in Statistics for the New Chemicals Review Program under TSCA,
https://www.epa.gov/reviewing-new-chemical s-under-toxi c-substances-control -act-tsca/stati stics-new-chemical s-
review, because those statistics are generally not limited to PMNSs but also include other kinds of notices.

10 For PMNs P-17-0024 and P-17-0025.

1 For PMNs P-16-0364 and P-17-0183. The section 5(€) order for each of these PMNs did not require submission
of test results at any specified time or production volume, but it did impose exposure controls that would remain in
effect until EPA modified the order based on relevant information. For numerous other PMNs, EPA made both
“insufficient information” and “may present” determinations. The section 5(e) orders in those instances did not
require testing prior to commercialization, however, so the “insufficient information” determination may have
referred to the statutory “in the absence of sufficient information” aspect of the “may present” determination. See
section 5(a) (3)(B)(ii)(1).

12 For PMN P-15-0353.

13 For additional information on these determinations, see Chemicals Determined Not Likely to Present an
Unreasonable Risk Following Pre-Manufacture Notification Review, https://www.epa.gov/reviewing-new-

chemi cal s-under-toxi c-substances-control -act-tsca/chemi cal s-determined-not-likely.
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Thus, al other things being equal, aPMN submitter should expect EPA to make a“may
present” determination and issue a section 5(e) order for its PMN substance unless it can
convince EPA that “not likely to present” is more appropriate.

5. What isthe Timelinefor EPA to Make lts Deter mination?

Section 5(a) gives EPA 90 days in which to make a determination, subject to an extension
under section 5(c) of up to 90 days. EPA rarely makes extensions. Instead, EPA typically asks
the submitter to request a suspension of the running of the original 90-day period.'. If the
submitter refuses to suspend the running of the 90-day period, EPA will likely trigger a 90-day
extension and proceed to issue a unilateral section 5(e) order, which islikely to be less favorable
than a negotiated section 5(e) consent order, which isthe typical result. Thus, PMN submitters
routinely agree to suspend the timeframe. Cumulative suspensions often mean that the nominal
90-day period runs for ayear or longer.

EPA took an average of:

e 344 days from the date of PMN receipt to issue the 2 “presents’ determinations (no
range).®®
e 347 days from the date of PMN receipt to issue the 2 “insufficient information”
determinations (range of 282 to 412 days).'®
e 307 days from the date of PMN receipt to issue 198 of the 416 “may present”
determinations (range of 113 to 1,561 days).’
e 164 days from the date of PMN receipt to issue the “not likely to present” determinations
(range of 31 to 1,270 days).8
0 EPA aso reports the dates that review began for PMNSs that resulted in “not likely
to present” determinations (but has not explained why the date review began is
not the date that the PMN was received for PMNs originally received after June
22, 2016). The average was 136 days (range of 28 to 724 days).*®

14 The provision for suspension appears at 40 C.F.R. § 720.75(b).

15 Based on review of Premanufacture Notices (PMNSs) and Significant New Use Notices (SNUNs) Table,
https://www.epa.gov/reviewing-new-chemical s-under-toxic-substances-control -act-tsca/premanufacture-notices-
pmns-and (as of Sept. 20, 2018).

16 Based on review of Premanufacture Notices (PMNSs) and Significant New Use Notices (SNUNs) Table,
https://www.epa.gov/reviewing-new-chemical s-under-toxic-substances-control -act-tsca/premanufacture-notices-
pmns-and (as of Sept. 27, 2018).

7 Based on review of datafor a subset of 198 “may present” determinations that resulted in SNURs. Some PMNs
were submitted prior to enactment of the LCSA and had their review periods restarted on June 22, 2016.

18 Based on review of Chemicals Determined Not Likely to Present an Unreasonable Risk Following Pre-
Manufacture Notification Review, https.//www.epa.gov/reviewing-new-chemical s-under-toxic-substances-control -
act-tsca/chemical s-determined-not-likely (as of Sept. 24, 2018). Some PMNs were submitted prior to enactment of
the LCSA and had their review periods restarted on June 22, 2016.

2.
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6. How Can a Submitter Increasethe Likelihood of a Favorable (or at L east
Faster) Deter mination?

The most favorable determination isa“not likely” determination. The next most
favorable determination is a“may present” determination that comes sooner rather than later.

Asan initial matter, the PMN submitter should ensure that it meets the technical
requirements for submitting a PMN. (The 90-day clock does not begin until EPA considers a
PMN to be complete.) Be sureto review carefully the PMN Instruction Manual,° the updated
“Points to Consider” guidance document,?! and other helpful EPA guidance?? before submission.
EPA has posted a presentation on common errors that PMN submitters should avoid.?3

Next, find out what you are up against. Compare the PMN substance against EPA’s
Chemical Categories.?* (EPA hasinformally updated this 2010 document by adding several
categories related to lung effects, photo-acid generators, tracer chemicals, and perfluorinated
chemicals.?®) Consider developing hazard data before submission, particularly for substances
covered by an EPA Chemical Category. Otherwise, EPA will utilize models and conservative
assumptions about toxicity. Thisdatais best devel oped before submission of the PMN.

Further understanding and potential arguments can come from using the Sustainable
Futures Initiative tools.?® According to EPA, this voluntary program encourages chemical
developersto use EPA models and methods to screen new chemicals for potential risks early in
the development process. Companies that take training and graduate from Sustainable Futures
can earn expedited review by EPA for prescreened new chemical notices.

Similarly, for substances likely to be regarded by EPA as presenting hazards, review
carefully controls that would limit exposure (e.g., for aquatic toxicity concerns, ensuring that the
substance is not released to water through disposal). Engineering controls are likely to carry
greater weight with EPA than personal protective equipment. Build these controlsinto the
original PMN.

20 |nstruction Manual for Reporting Under the Toxic Substances Control Act 85 New Chemicals Program (May 26,
2015), https://www.epa.gov/sites/production/files/2015-06/documents/instruction_manual 2015 5-26-2015.pdf.

21 points to Consider When Preparing TSCA New Chemical Natifications (June 2018),
https://www.epa.gov/sites/production/files/2018-06/documents/points to _consider document 2018-06-

19 resp to_omb.pdf.

22 See EPA’ s Review Process for New Chemical's, https://www.epa.gov/reviewing-new-chemical s-under-toxic-
substances-control -act-tsca/epas-review-process-new-chemical stpolicies.

2 Greg Schweer, “How to Make the Review Process More Efficient” (Dec. 14, 2016),
https.//www.epa.gov/sites/production/files/2017-01/documents/public_meeting presentation.gs .12-13-2016 0.pdf.
2 TSCA New Chemicals Program (NCP) Chemical Categories (Aug. 2010),
https.//www.epa.gov/sites/production/files/2014-

10/documents/ncp _chemical categories august 2010 version 0.pdf.

% TaaHenry, “Chemical Categories’ (Dec. 6, 2017), https.//www.epa.gov/sites/production/files/2017-
01/documents/public_meeting_presentation.th 12-13-16.pdf.

26 See Sustainable Futures, https://www.epa.gov/sustai nable-futures.
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Finally, stay in close touch with the PMN manager assigned to your PMN. The PMN
staff is overloaded. Asking for status updates and providing requested information promptly can
help focus staff attention on your PMN as opposed to the othersin the queue.

7. What IsEPA Likely toIncludein a Section 5(e) Order?

Section 5(e) orders may include requirements for testing, worker protection, and hazard
communication; and limitations on volume, use, disposal, and distribution.

EPA has posted the boilerplate that forms the basis of most section 5(e) orders.?’ If a
PMN submitter would like to avoid a requirement to use respirators, EPA may add a new
chemical exposure limit (NCEL) to the order. The boilerplate for NCEL provisionsis aso on
the EPA website.?®

Actual section 5(€) orders are also available through the table on the status of PMNs.?®
Reviewing section 5(e) orders for chemicals whose chemical names or generic names suggest
that they are structurally similar to your PMN substance may be helpful.

8. How Likely IsEPA to Adopt a SNUR for a PMN Substance?

EPA islikely to adopt a SNUR for a PMN substance for which it has issued a section 5(e)
order. If EPA does not issue a section 5(e) order, a SNUR is aso possible, as addressed in the
final section of this alert.

Section 5(f)(4) directs EPA to “consider whether” to adopt a SNUR for a PMN substance
following issuance of a section 5(e) order for that substance “and, as applicable, initiate such a
rulemaking” or publish a statement on why it will not adopt a SNUR. These SNURs generally
apply key provisions of the corresponding section 5(€) orders.

As noted above, since enactment of the LCSA, EPA has issued section 5(e) orders for
418 PMN substances with effective dates after enactment. So far, it has published direct fina
SNURs for 352 of those substances (about 84% of the section 5(e) orders issued since
enactment).3! For details, see below. It has published 0 statements saying it will not adopt a
SNUR following issuance of a section 5(e) order.

27 Available at https.//www.epa.gov/sites/production/files/2016-

09/documents/co_all_purpose preamble and consent order combined 9-1-2016 clean.pdf (updated Sept. 12,
2017).

2 Available at https://www.epa.gov/sites/production/files/2015-06/documents/draft ncel_insert 042115.pdf
(updated Sept. 12, 2016).

2 See Status of Pre-Manufacture Notices reviewed under Section 5 of the Toxic Substances Control Act (TSCA),
https://www.epa.gov/reviewing-new-chemical s-under-toxic-substances-control -act-tsca/status-pre-manufacture-
notices. Note that the linksin the PDF version may not work, so usethe HTML version.

%0 See 40 C.F.R. § 721.160(b).

31 EPA subsequently withdrew 174 of those direct final SNURs due to having received adverse comments or a
notice of intent to submit adverse comments. Following review of comments, EPA will decide whether to finalize
proposed rules for those SNURs.
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0. What isthe Timelinefor EPA to Issuea SNUR Following a Section 5(e)
Order?

EPA actions under section 5(f)(4) are due “not later than 90 days after” issuing the
section 5(e) order. Arguably, to “initiate such arulemaking” can mean something short of
publishing a rulemaking notice.

EPA typicaly adopts SNURs for PMN substances through an expedited rulemaking
procedure. The procedure for where EPA has issued a section 5(e) order calls for EPA to publish
arulemaking notice within 180 days after receipt of a notice of commencement of manufacture
(NOC) of the PMN substance, unless EPA decides not to adopt a SNUR (this regulatory deadline
has been effectively superseded by section 5(f)(4)).3? The procedure for where EPA does not
issue a section 5(e) order but does intend to adopt a SNUR calls for EPA to publish arulemaking
notice within 270 days of receipt of an NOC.*

Since enactment of the LCSA, EPA has published direct final SNUR rulemaking notices
for PMN substances between 7 and 22 months after issuing section 5(e) orders for those
substances, with the time gap lessening as EPA works through its backlog. They include:

e Nov. 17, 2016: SNURsfor 34 PMN substances for which it had issued section 5(€)
orders with effective dates ranging from July 1, 2015 to Dec. 21, 2015 (about 11-17
months before the rulemaking).>*

e Sept. 21, 2017: SNURsfor 6 PMN substances for which it had issued section 5(e)
orderswith effective dates ranging from Jan. 15, 2016 to June 21, 2016 (about 14-19
months before the rulemaking).*®

e Oct. 19, 2017: SNURsfor 29 PMN substances for which it had issued section 5(e)
orderswith effective dates ranging from Nov. 2, 2016 to Mar. 7, 2017 (about 7-11
months before the rulemaking).*

e After a9-month hiatus, Aug. 1, 2018: SNURsfor 145 PMN substances for which it had
issued section 5(e) orderswith effective dates ranging from Mar. 13, 2017 to Aug. 4,
2017 (about 12-17 months before the rulemaking).3’

e Aug. 17, 2018: SNURsfor 27 PMN substances for which it had issued section 5(€)
orderswith effective dates ranging from May 4, 2017 to June 23, 2017 (about 12-14
months before the rulemaking).®

3240 C.F.R. § 721.160(d)(2).

340 C.F.R. § 721.170(€)(1).

3481 Fed. Reg. 81250 (Nov. 17, 2016), corrected at 81 Fed. Reg. 94267 (Dec. 23, 2016). EPA withdrew two of the
SNURSs after receiving notice of intent to submit adverse comments. 82 Fed. Reg. 6277 (Jan. 19, 2017).

% 82 Fed. Reg. 44079 (Sept. 21, 2017).

%6 82 Fed. Reg. 48637 (Oct. 19, 2017).

3783 Fed. Reg. 37702 (Aug. 1, 2018). EPA subsequently withdrew these SNURS after receiving adverse comments.
83 Fed. Reg. 48546 (Sept. 26, 2018).

38 83 Fed. Reg. 40986 (Aug. 17, 2018). EPA subsequently withdrew these SNURSs after receiving adverse
comments. 83 Fed. Reg. 51360 (Oct. 11, 2018).
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e Aug. 27, 2018: SNURsfor 10 PMN substances for which it had issued section 5(e)
orderswith effective dates ranging from Nov. 2, 2016 to Aug. 5, 2017 (about 13-22
months before the rulemaking).*

e Aug. 27, 2018: SNURsfor 19 PMN substances for which it had issued section 5(e)
orderswith effective dates ranging from June 16, 2017 to July 31, 2017 (about 12-14
months before the rulemaking).*

e Sept. 17, 2018: SNURsfor 28 PMN substances for which it had issued section 5(e)
orderswith effective dates ranging from Aug. 7, 2017 to Sept. 26, 2017 (about 12-13
months before the rulemaking).*

e Oct. 3,2018: SNURSsfor 26 substances for which it had issued section 5(e) orderswith
effective dates ranging from May 11, 2017 to Feb. 27, 2018 (about 7-17 months before
the rulemaking).*

e Oct. 10, 2018: SNURsfor 28 chemical substances for which it had issued section 5(€)
orders with effective dates ranging from Jan. 5, 2018 to Mar. 5, 2018 (about 7-9 months
before the rulemaking).*

10. What Arethe Prospectsfor a Non-Order SNUR?

There is no provision corresponding to section 5(f)(4) to mandate that EPA consider
adopting a SNUR after (or while) making a“not likely” determination. Nevertheless, EPA may
consider making a“not likely to present” determination and adopting a SNUR in appropriate
circumstances. It said thisin a November 2017 draft New Chemicals Decision-Making
Framework.* Similar statements appear on the EPA website.*

Until recently, however, the only SNURs that EPA had published since the LCSA
enactment without previously issuing a section 5(e) order were for PMNs reviewed before
enactment (23 SNURs among those published on Nov. 17, 2016% and 31 SNURs among those
published on Sept. 21, 20174"). For each of those SNURs, the rulemaking notice stated, “ EPA
has not determined” that the substance “may present an unreasonable risk.” EPA had not
published a SNUR for any substance following, or in connection with, a*“not likely to present”
determination.

39 83 Fed. Reg. 43527 (Aug. 27, 2018).

40 83 Fed. Reg. 43538 (Aug. 27, 2018).

41 83 Fed. Reg. 47004 (Sept. 17, 2018), corrected, 83 Fed. Reg. 49295 (Oct. 1, 2018).

42 83 Fed. Reg. 49806 (Oct. 3, 2018).

43 83 Fed. Reg. 50838 (Oct. 10, 2018).

4 New Chemicals Decision-Making Framework: Working Approach to Making Determinations under Section 5 of
TSCA (Nov. 2017), https.//www.epa.gov/sites/production/files/2017-

11/documents/new_chemicals_decision framework 7 november 2017.pdf.

4 See Actions under TSCA Section 5, https://www.epa.gov/reviewing-new-chemical s-under-toxic-substances-
control-act-tsca/actions-under-tsca-section-5#SNUR.

46 81 Fed. Reg. 81250 (Nov. 17, 2016), corrected at 81 Fed. Reg. 94267 (Dec. 23, 2016). EPA withdrew two of the
SNURs &fter receiving notice of intent to submit adverse comments. 82 Fed. Reg. 6277 (Jan. 19, 2017).

47 82 Fed. Reg. 44079 (Sept. 21, 2017).
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But in October 2018, that situation changed. On October 9, EPA made “not likely to
present” determinations for 13 PMN substances,*® finding in each case that “ The chemical
substance is not likely to present an unreasonablerisk ... under the conditions of use, based on
the risk assessment presented below and the terms of the Significant New Use Rule (SNUR)
signed by EPA ....”*® On October 16, EPA published proposed non-order SNURSs for those 13
substances.>

These are proposed SNURS, not direct final rules. EPA explained in the “not likely”
determinations for these substances:

Based on EPA’ s experience, it isthe Agency’s judgment that a new use would not
commence during the pendency of a proposed SNUR because web posting of a proposed
SNUR serves as the cut-off date for asignificant new use. Therefore, manufacturers and
processors would not commence a prohibited new use that would be legally required to
cease upon finalization of the SNUR. Once a SNUR isfina and effective, no
manufacturer or processor — including the PMN submitter — may undertake the conditions
of use identified as a significant new use of the PMN substance in the SNUR ...

If EPA were not to finalize the proposed SNUR, then that decision would be based on
information and data provided to the Agency during the comment period demonstrating
that the reasonably foreseen conditions of use subject to the proposed SNUR are not
likely to present an unreasonable risk. Under either scenario, the reasonably foreseen
condition of useisnot likely to present an unreasonable risk.

It isunclear at this time whether EPA plansto make similar “not likely to present”
determinations and propose SNURs for other PMN substances, but the fact that the Agency has
done so onceis encouraging for PMN submitters.

Beveridge & Diamond’s Chemicals, Products & Nanotechnology Practice Group provides
strategic, business-focused advice to the global chemicals industry. We work with large and
small companies whose products and activities are subject to EPA’ s broad chemical regulatory
authority under TSCA and state chemical restrictions. For more information, please contact
Mark Duvall.

4 The PMNs are P-16-0192, -0354 and -0355, -0380 through -0885, -0483 and -0484, -0575, and -0851.

4 The determinations are available in links for each of the PMN substances at https://www.epa.gov/reviewing-new-
chemical s-under-toxi c-substances-control -act-tsca/chemi cal s-determined-not-likely.

%0 83 Fed. Reg. 52179 (Oct. 16, 2018).
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