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INTRODUCTION

Petitioners seek review of EPA’s “Procedures for Chemical Risk Evaluation
Under the Toxic Substances Control Act,” 89 Fed. Reg. 37028 (May 3, 2024)
(“2024 Rule”). The 2024 Rule was promulgated pursuant to the 2016
Amendments to the Toxic Substances Control Act (“TSCA”) and revised certain
policy decisions and statutory interpretations made in the 2017 Framework Rule
issued by EPA under the first Trump Administration. As the attached declaration
from EPA makes clear, the Agency has now determined that it wishes to revisit
and reconsider the 2024 Rule by initiating notice-and-comment rulemaking as soon
as possible. See Declaration of Nancy Beck (Mar. 10, 2025).

Given this conclusion, EPA respectfully requests that the Court remand
without vacatur the 2024 Rule to allow the Agency to reconsider it and to hold all
proceedings (including the March 21 oral argument) in abeyance. Remand will
allow EPA to, among other things, reconsider the Agency’s approach of making a
single risk determination on the chemical substance, rather than determining
unreasonable risk on a condition-of-use by condition-of-use basis. Beck Decl. 9 9.
It will also allow EPA to reconsider the Agency’s approach of requiring inclusion
of all conditions of use in each TSCA risk evaluation. /d. And remand will allow
EPA to reevaluate how it considers personal protective equipment when making

risk determinations. /d. Finally, remand will allow EPA to assess its decision to

-1-
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include “overburdened communities” in the definition of “potentially exposed or
susceptible subpopulations” and to consider whether no examples, or additional
examples, should be included in the regulatory definition. /d.

EPA has conferred with the parties regarding this motion. Industry
Petitioners and Intervenor Petitioner do not oppose the motion for remand and
renewed motion to hold the case in abeyance. Labor Petitioners and Environmental
Intervenors oppose the motion and intend to file oppositions.

BACKGROUND
I. Statutory and Regulatory Background

TSCA, as amended in 2016, requires EPA to conduct a “risk evaluation” to
determine “whether a chemical substance presents an unreasonable risk of injury to
health or the environment, without consideration of costs or other nonrisk
factors, ... under the conditions of use.” 15 U.S.C. § 2605(b)(4)(A). If, through
the risk evaluation, EPA determines that the use of chemical substance presents an
unreasonable risk, EPA must engage in risk management and ultimately regulate to
address any unreasonable risks. Id. § 2605(a), (¢).

EPA proposed its first rule establishing a procedural framework for
conducting risk evaluations in early 2017, 82 Fed. Reg. 7562 (Jan. 19, 2017), and

published a final rule half a year later, 82 Fed. Reg. 33725 (July 20, 2017).
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In 2024, EPA revised the 2017 rule. As relevant here, EPA added regulatory
text expressly stating that EPA will not exclude any conditions of use from the
scope of a risk evaluation, meaning all conditions of use must be assessed at one
time. 40 C.F.R. § 702.37(b)(4). EPA also revised its regulations to clarify that
EPA will make a “single determination” of unreasonable risk for the “chemical
substance,” rather than determining unreasonable risk for each condition of use.
Id. § 702.39(f)(1). Third, EPA added regulatory text expressly stating that, in
making risk determinations, EPA will consider information regarding worker
exposures, including circumstances where workers are exposed due to the absence
or ineffective use of personal protective equipment, but will no longer assume that
workers use and benefit from reduced exposure due to personal protective
equipment. /d. § 702.39(f)(2). And, EPA added “overburdened communities” to
its list of “potentially exposed or susceptible subpopulation,” as defined at 15
U.S.C. § 2602(12). I1d. § 702.33.

II.  Procedural Background

In May and June 2024, Petitioners timely filed petitions for review in the
Ninth Circuit, Fifth Circuit, and this Court. On June 5, 2024, the Judicial Panel on
Multidistrict Litigation selected this Court to hear all challenges to the 2024 Rule
pursuant to 28 U.S.C. § 2112(a)(3). Industry Petitioners and Petitioner Intervenor

challenge: (1) EPA’s approach requiring inclusion of all conditions of use in each

-3-
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TSCA risk evaluation; (2) EPA’s approach to making a single risk determination
on the chemical substance, rather than multiple determinations on a condition-of-
use by condition-of-use basis; and (3) EPA’s “no [personal protective equipment]
assumption.” Petitioner Intervenor challenges EPA’s inclusion of “overburdened
communities” as a potentially exposed or susceptible subpopulation. Labor
Petitioners challenge EPA’s approach to consider personal protective equipment in
certain circumstances.

On January 23, 2025, three days after the change in administration, this
Court scheduled oral argument for March 21, 2025. Shortly thereafter, on
February 5, 2025, EPA moved to hold the case in abeyance and postpone oral
argument, to allow the new administration time to review the 2024 Rule and decide
what action, if any, to take. This Court denied EPA’s motion on February 14,
2025. EPA has now completed its review of the 2024 Rule and determined that the
Rule should be reconsidered by initiating notice-and-comment rulemaking.

ARGUMENT

Agencies are entitled to change positions, and they often do so to account for
the changes in policy that accompany a change in administration. This is such a
case. As EPA’s declaration explains, the Agency intends to reconsider the 2024

Rule. To allow EPA adequate time to conduct a proper reconsideration process,
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the Court should remand the 2024 Rule to EPA without vacatur, suspend oral
argument, and place these cases in abeyance.

I. Remand of the 2024 Rule is warranted.
A. EPA should be allowed to reconsider the 2024 Rule.

Agencies may reconsider past decisions and revise, replace, or repeal a
decision to the extent permitted by law and supported by a reasoned explanation.
FCCv. Fox Television Stations, Inc., 556 U.S. 502, 515 (2009); see also Motor
Vehicle Mfrs. Ass 'n v. State Farm Mutual Auto. Ins. Co., 463 U.S. 29, 42 (1983)
(“[R]egulatory agencies do not establish rules of conduct to last forever [and] must
be given ample latitude to adapt their rules and policies to ... changing
circumstances.”) (internal citations and quotation marks omitted)); Nat’l Ass’n of
Home Builders v. EPA, 682 F.3d 1032, 1038, 1043 (D.C. Cir. 2012) (explaining
that an agency’s “reevaluation of which policy would be better in light of the facts”
is “well within” its discretion and that a change in administration is a “perfectly
reasonable basis for an executive agency’s reappraisal of the costs and benefits of
its programs and regulations” (internal quotation marks omitted)).

Allowing for voluntary remand is consistent with this principle. See Ethyl
Corp. v. Browner, 989 F.2d 522, 524 (D.C. Cir. 1993). “[W]hen an agency action
is reviewed by the courts, in general the agency may take one of five positions,”

including that the agency may request a remand “in order to reconsider its previous

-5-
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position.” SKF USA Inc. v. United States, 254 ¥.3d 1022, 1027-28, 1029 (Fed.
Cir. 2001). Remand should be granted so long as “the agency intends to take
further action with respect to the original agency decision on review.” Limnia, Inc.
v. Dep’t of Energy, 857 F.3d 379, 386 (D.C. Cir. 2017).

Indeed, courts generally only refuse voluntary remand when the agency’s
request 1s frivolous or made in bad faith. See Cadillac of Naperville, Inc. v. NLRB,
14 F.4th 703, 719 (D.C. Cir. 2021); Limnia, Inc., 857 F.3d at 386—87 (refusing
remand where agency had no intention to revisit challenged decision). This is for
good reason. “Administrative reconsideration is a more expeditious and efficient
means of achieving an adjustment of agency policy than is resort to the federal
courts.” B.J. Alan Co. v. ICC, 897 F.2d 561, 562 n.1 (D.C. Cir. 1990) (internal
quotation marks and citation omitted). As this Court explained in Ethyl Corp., 989
F.2d at 524, courts “commonly grant such motions, preferring to allow agencies to
cure their own mistakes rather than wasting the courts’ and the parties’ resources
reviewing a record that both sides acknowledge to be incorrect or incomplete.”

See also Anchor Line Ltd. v. Fed. Maritime Comm 'n, 299 F.2d 124, 125 (D.C. Cir.
1962) (“[W]hen an agency seeks to reconsider its action, it should move the court

to remand or to hold the case in abeyance pending reconsideration by the

agency.”).
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Remand is proper in this case to allow EPA to reconsider the 2024 Rule.
Specifically, EPA asks this Court to remand, without vacatur, the 2024 Rule so that
EPA may reconsider certain legal and policy conclusions underlying the 2024
Rule. Beck Decl. 99 5, 9. EPA’s reconsideration is consistent with agencies’
implicit authority to reconsider past decisions, particularly in light of a change of
administration and attendant change in policy priorities and approach to statutory
interpretation.

An agency may seek remand because it wishes to revisit its interpretation of
the governing statute, the procedures it followed in reaching its decision, or the
decision’s relationship to other agency policies. SKF U.S.A. Inc., 254 F.3d at
1028-29. EPA seeks remand for these reasons. Following this Court’s denial of
EPA’s motion for an abeyance, EPA prioritized review of the 2024 Rule, and the
Agency has now concluded that remand of the 2024 Rule for reconsideration and
rulemaking is appropriate and would advance the Administration’s policy
objectives. Beck Decl. 99 4-5.

Remand is reasonable because it will allow EPA to, among other things,
reconsider the Agency’s approach to make a single risk determination for the
chemical substance, rather than on a condition-of-use by condition-of-use basis.
1d. 9. It will also allow EPA to reconsider the Agency’s approach requiring

inclusion of all conditions of use in each risk evaluation. /d. And remand will
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allow EPA to reevaluate how it considers personal protective equipment when
making risk determinations. /d. Finally, remand will allow EPA to assess its
decision to include “overburdened communities” as an example in the definition of
“potentially exposed or susceptible subpopulations.” Id. EPA plans to provide an
opportunity for comment on the additional information or analyses it considers and
any new final action it may take on remand, as appropriate. /d. § 10. EPA
presently expects its reconsideration process to be complete in 9-14 months. /d.
Granting remand to allow EPA to revisit the 2024 Rule promotes judicial
economy. See B.J. Alan Co., 897 F.2d at 562 n.1 (recognizing the efficiency of
administrative reconsideration to modify agency policy as compared to judicial
review). Here, Petitioners have filed briefs raising objections to the 2024 Rule for
employing legal and policy approaches that EPA now intends to revisit. EPA’s
reconsideration of its approach to these issues may address and resolve Petitioners’
concerns or, at least, narrow the issues if Petitioners were to challenge final action
arising out of remand. Even if EPA’s action on remand does not resolve all of the
claims presented in this petition for review, EPA’s reconsideration of the issues
will likely develop additional support for its action so that subsequent judicial
review will turn on a new and different record. The parties and the Court would

benefit from this record.
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Remand is appropriate here notwithstanding that some of the issues raised in
the parties’ briefing are questions of statutory interpretation. EPA’s view of the
best statutory interpretation on any particular question is informed both by TSCA’s
text and by its view of the best way to execute the polices that Congress embodied
in TSCA. Although that view is not entitled to deference, “the informed judgment
of the Executive Branch” may nevertheless be entitled to “great weight” And
inform the Court’s review of the underlying rule. Loper Bright Enterprises v.
Raimondo, 603 U.S. 369, 388 (2024) (citing United States v. American Trucking
Assns., Inc., 310 U.S. 534, 544 (1940)); see also id. at 402 (noting that an agency’s
statutory interpretation “may be especially informative” and that “an Executive
Branch interpretation may have “particular” persuasive power). As such, EPA
should be afforded the opportunity to develop and articulate its position on the
statutory issues in light of its policy imperatives and expertise.

Finally, EPA’s request for voluntary remand here is made in good faith. In
February 2025, EPA moved for an abeyance and to continue oral argument,
indicating that the Agency may seek to reconsider the 2024 Rule. When this Court
denied EPA’s motion, EPA promptly expedited its internal deliberations on the
next steps for the 2024 Rule. As a result of these deliberations, EPA has decided

to reconsider the 2024 Rule in its entirety. Because EPA seeks in good faith to
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revisit its past decision, remand is appropriate here and would promote judicial
efficiency.

B. Remand without vacatur is appropriate and would not prejudice
the parties.

The Court should remand the 2024 Rule without vacatur to facilitate the
Agency’s reconsideration and further rulemaking. In determining whether to
remand without vacatur, the Court considers “the seriousness of the ... deficiencies
(and thus the extent of doubt whether the agency chose correctly) and the
disruptive consequences of an interim change that may itself be changed.” Allied-
Signal, Inc. v. U.S. Nuclear Regulatory Comm ’n, 988 F.2d 146, 150-51 (D.C. Cir.
1993) (citation and quotation marks omitted). As explained above and in EPA’s
declaration, EPA intends to reconsider several legal and policy assumptions
underlying the 2024 Rule—issues that overlap with those that Petitioners have
raised in this litigation. Beck Decl. q 9.

Remanding to EPA without vacatur for the purpose of expeditious
reconsideration through rulemaking will not harm Petitioners. As required by
TSCA, EPA will continue to develop risk evaluations under the 2024 Rule until
such time as the anticipated rulemaking is completed. Petitioners and others will
have the opportunity to comment on draft risk evaluations and, if necessary, to
petition EPA for reconsideration of final risk evaluations and risk management

rules. Conversely, retaining the case for an eventual decision during the pendency
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of EPA’s reconsideration risks disruptive consequences regardless of whether the
Court upholds, vacates, or vacates in part the 2024 Rule. Doing so would call into
question any actions taken in the interim, thereby diverting resources from EPA’s
core mission under TSCA and frustrating the interests of stakeholders. In these
circumstances, the Court should allow the agency the opportunity to reexamine its
assumptions and analyses in the first instance. SKF', 254 F.3d at 1030 (an agency
must be allowed to assess “the wisdom of its policy on a continuing basis™)
(citation and internal quotation marks omitted).

To the extent Petitioners believe the 2024 Rule was flawed, they will not be
harmed by EPA’s voluntary remand. If Petitioners contend that they are harmed
by the application of the 2024 Rule in any risk evaluation while EPA is
reconsidering the 2024 Rule, they can seek relief from such harm through judicial
review of the chemical-specific actions. Moreover, EPA intends to work
expeditiously to complete risk evaluations and risk management rulemakings by
the statutory deadlines and court-ordered deadlines in applicable consent decrees
for specific chemical substances. See Beck Decl. § 3.

Petitioners would have the opportunity to provide additional comments on
any proposed actions on remand. See id. § 10. And Petitioners will have the

opportunity to challenge EPA’s action on remand. If EPA determines revisions are

-11-
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necessary, any proposed and final rule would have the required public comment
opportunities and would be judicially reviewable.

Given that remand without vacatur would not cause any harm and is the least
disruptive course of action and that it is in the public interest to allow EPA to
reconsider its prior actions, remand without vacatur is appropriate here.
Accordingly, the Court should remand the 2024 Rule without vacatur to allow EPA
to proceed with its reconsideration in a timely fashion.

II.  The Court also should suspend oral argument and hold these petitions
in abeyance.

Because EPA has decided to reconsider the 2024 Rule in its entirety, an
abeyance of the pending cases is warranted. When the Court denied EPA’s first
abeyance motion, the Agency had not yet decided what action, if any, to take.
Since then, the circumstances have materially changed because EPA has now
decided it wishes to reconsider the 2024 Rule by initiating a rulemaking. Holding
oral argument in these circumstances, when EPA is in the early stages of
reconsidering the 2024 Rule, could prejudice EPA’s policy discretion and would
be an inefficient use of judicial and party resources. As noted, the Agency
anticipates its reconsideration of the Rule will involve further rulemaking that
could revise or rescind some or all of the portions of the Rule at issue in this

proceeding, thereby obviating the need for judicial resolution of some or all of the
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issues addressed in the petitions for review. Holding these matters in abeyance

pending reconsideration would conserve these resources.

CONCLUSION

The Court should remand the 2024 Rule to EPA for reconsideration, suspend

the March 21 argument, and hold all proceedings in abeyance with status reports

from EPA due every 90 days.

Respectfully submitted on March 10, 2025.
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ORAL ARGUMENT SCHEDULED FOR MARCH 21, 2025

IN THE UNITED STATES COURT OF APPEALS
FOR THE DISTRICT OF COLUMBIA CIRCUIT

UNITED STEEL, PAPER AND FORESTRY,
RUBBER, MANUFACTURING, ENERGY,
ALLIED INDUSTRIAL AND SERVICE
WORKERS INTERNATIONAL UNION, AFL-

CIO, Lead Case No. 24-1151

Petitioner, ) )
Consolidated with Case

Nos. 24-1182, 24-1185,

v 24-1202, 24-1237

U.S. ENVIRONMENTAL PROTECTION
AGENCY,

Respondent.

DECLARATION IN SUPPORT OF MOTION FOR VOLUNTARY REMAND

1. I, Nancy Beck, declare under penalty of perjury that the following statements are
true and correct to the best of my knowledge and belief and that they are based upon my personal
knowledge, information contained in the records of the United States Environmental Protection
Agency (“EPA” or “the Agency”), or information supplied to me by EPA employees under my
supervision at EPA Headquarters. See 28 U.S.C. § 1746.

2. I am the Principal Deputy Assistant Administrator for the Office of Chemical
Safety and Pollution Prevention (“OCSPP”) within EPA. I have held this position since February
of 2025; however, I held this position previously from December 2018 to January 2021. Prior to
rejoining EPA this year, I worked for a law firm as their Director of Regulatory Science. I hold a
B.S. in Microbiology from Cornell University and an M.S. and Ph. D. in Environmental Health

from the University of Washington.
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3. The Office of Pollution Prevention and Toxics (“OPPT”) in OCSPP is responsible
for the administrative development of the “Procedures for Chemical Risk Evaluation Under the
Toxic Substances Control Act (TSCA),” 89 Fed. Reg. 37029 (May 3, 2024) (“2024 Rule”). In
addition to this rulemaking, OPPT is currently working diligently on numerous prioritization
actions, scope evaluations, risk evaluations and risk management rules required under TSCA. This
work is necessary to ensure that EPA is able to meet the aggressive statutory deadlines that
Congress added to the statute in 2016. See e.g., 15 U.S.C. §§ 2605(b)(4)(G), 2605(c)(1). Many of
these actions are also subject to court-ordered deadlines in consent decrees. See, e.g., Consent
Decree Regarding High-Priority Chemical Risk Evaluation Deadlines, Community In-Power
Development Assoc., Inc., et al. v. U.S. Environmental Protection Agency, No. 1:23-cv-02715-
DLF (D.D.C. No. 22, 2024), ECF No. 39 (setting deadlines to complete draft and final risk
evaluations for subject chemicals, including several deadlines in 2025).

4, After the new Administration took office on January 20, 2025, the President issued
several Executive Orders calling for careful review of agency actions for compliance with
applicable law. Of note is Executive Order 14219, which requires reviewing all regulations subject
to an agency’s jurisdiction for “consistency with law and Administration policy” and identifying
“regulations that are based on anything other than the best reading of the underlying statutory
authority or prohibition.” “Ensuring Lawful Governance and Implementing the President’s
‘Department of Government Efficiency’ Deregulatory Initiative,” § 2(a), (a)(ii1), 90 Fed. Reg.
10,583, 10,583 (Feb. 25, 2025). Accordingly, EPA is conducting a review of its rules, including
rules promulgated by OCSPP to implement TSCA.

5. OCSPP has determined that the 2024 Rule at issue in this petition for review

should be reconsidered through further rulemaking. Accordingly, EPA, by and through OCSPP,
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believes that remand of this action for further reconsideration is appropriate and necessary to

effective implementation of its TSCA program.

6. This declaration is filed in support of EPA’s motion for voluntary remand. The

purpose of this declaration is to explain the considerations informing EPA’s request for voluntary

remand and EPA’s rationale for requesting remand.

7. Statutory and Regulatory Background

a.

The Toxic Substances Control Act (“TSCA”) requires EPA, after
completing a prioritization and scoping process, to review chemical
substances in commerce to determine whether they “present[] an
unreasonable risk of injury to health or the environment, without
consideration of costs or other nonrisk factors, including an unreasonable
risk to a potentially exposed or susceptible subpopulation identified as
relevant to the risk evaluation by the Administrator, under the conditions of
use.” 15 U.S.C. § 2605(b)(4)(A). TSCA also requires EPA to “establish, by
rule, a process to conduct risk evaluations.” /d. § 2605(b)(4)(B).

In conducting a risk evaluation, TSCA requires, among other things, that
EPA “integrate and assess available information on hazards and exposures
for the conditions of use of the chemical substance” to determine whether
its use presents an unreasonable risk. /d. § 2605(b)(4)(F)(1). Draft risk
evaluations are reviewed by the Science Advisory Committee on Chemicals
(SACC), see id. § 2625(0)(1)—(2) (directing EPA to establish the SACC and
to consult with the SACC to receive independent advice and expert
consultation on EPA’s scientific and technical efforts under TSCA), and

must be published for public comment, id. § 2605(b)(4)(H). EPA must
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respond to the SACC'’s analysis and public comments, including any data
received, when finalizing the risk evaluation, and risk evaluations generally
must be completed “as soon as practicable, but not later than [three] years
after” the risk evaluation is initiated. /d. § 2605(b)(4)(G)(1).

c. A determination of unreasonable risk triggers the next step in the process,
risk management. /d. § 2605(a). During the risk management phase, EPA
goes through a public rulemaking process, utilizing risk management tools
laid out in § 2605(a) to eliminate, to the extent necessary, the unreasonable
risk or risks identified in the risk evaluation. /d. Risk management rules
generally must be finalized within two years of when EPA publishes a final
risk evaluation. /d. § 2605(c)(1)(B).

d. Any risk evaluation, and, if warranted, subsequent risk management
rulemaking, must also meet statutory requirements that the action(s) be
based on the best available science, the weight of the scientific evidence,
and “information relating to a chemical substance or mixture, including
hazard and exposure information, under the conditions of use, that is
reasonably available to the Administrator.” Id. § 2625(h), (1), (k).

e. In July 2017, EPA finalized the “Procedures for Chemical Risk Evaluations
Under the Amended Toxic Substances Control Act,” 82 Fed. Reg. 33726
(July 20, 2017) (“2017 Rule”). Under the previous administration, President
Biden instructed the heads of all agencies to review all regulations
promulgated during the previous four years to assess their conformance
with the administration’s policy preferences. “Protecting Public Health and

the Environment and Restoring Science to Tackle the Climate Crisis.” 86
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Fed. Reg. 7037 (Jan. 25, 2021) (rescinded). After determining that multiple
provisions of the rule did not conform with its administration policy and its
interpretation of TSCA, EPA promulgated the 2024 Rule at issue in the
petitions for review.

8. Since promulgating the 2024 Rule, OCSPP has received comments from numerous
stakeholders, including federal agencies, expressing concerns with the 2024 Rule’s framework for
conducting risk evaluations.

0. On remand, OCSPP intends to reconsider the 2024 Rule in its entirety through
notice-and-comment rulemaking, including with respect to the issues raised in the petitions for
review. Specifically, OCSPP will assess whether the following requirements of the 2024 Rule
conform with the current Administration’s priorities and informed understanding of the best
reading of TSCA:

a. The 2024 Rule at 40 C.F.R. § 702.37(a)(4) states in part that “EPA will not
exclude conditions of use from the scope of the risk evaluation, but a fit-
for-purpose approach may result in varying types and levels of analysis....”
OCSPP will reconsider this requirement and seek comment on whether it is
appropriate for it to require the inclusion of all conditions of use of a
chemical substance in each risk evaluation.

b. The 2024 Rule at 40 C.F.R. § 702.39(f)(1) requires EPA to “make a single
determination as to whether the chemical substance presents an
unreasonable risk of injury to health or the environment....” OCSPP will
reconsider this requirement and seek comment on whether it is appropriate

for its risk evaluations to include a single chemical risk determination on
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the chemical substance rather than multiple risk determinations on a
condition-of-use by condition-of-use basis.

C. The 2024 Rule at 40 C.F.R. § 702.39(f)(2) states that “[i]n determining
whether unreasonable risk is presented, EPA's consideration of occupational
exposure scenarios will take into account reasonably available information,
including known and reasonably foreseen circumstances where
subpopulations of workers are exposed to the absence or ineffective use of
personal protective equipment. EPA will not consider exposure reduction
based on assumed use of personal protective equipment as part of the risk
determination.” OCSPP will reconsider this requirement and seek comment
on how the use of personal protective equipment should be considered in its
TSCA risk evaluations.

d. The 2024 Rule at 40 C.F.R. § 702.33 includes the example of
“overburdened communities” in its definition of the term potentially
exposed or susceptible subpopulation. OCSPP will reconsider and seek
comment on whether the inclusion of this additional example is appropriate
and whether no examples, or a broader list of examples, should instead be
included in the regulation.

10. On remand, OCSPP intends to issue a proposed rule seeking public comment on
these issues and additional potential changes to the 2024 Rule and finalize a new framework rule
based on public input. EPA expects this process, including any regulatory changes, to take

between 9-14 months.
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