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Ninth Circuit Invalidates Nanosilver Conditional 
Pesticide Registration
By Keith A. Matthews
On May 30, 2017, in a decision that could significantly impact registrants of new pesticide 
products, the U.S. Court of Appeals for the Ninth Circuit vacated the Environmental Protection 
Agency’s (EPA) conditional registration of a nanosilver-based pesticide product on the basis 
that EPA had failed to adequately support its “public interest” finding for the registration. The 
Appeals Court ruling in two consolidated cases, Natural Resources Defense Council v. U.S. 
EPA, No. 15-72308, and Center for Food Safety v. U.S. EPA, No, 15-72312, apparently marks 
the first time that a conditional pesticide registration has been invalidated because a court 
deemed the public interest finding─which is requisite for this type of conditional registration─to 
be inadequately supported. Anti-pesticides activists may be emboldened by this decision to 
bring future challenges to conditional registrations based on public interest findings. 

The Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA) authorizes EPA to 
issue “conditional” registrations under specified 
circumstances. One circumstance under which 
EPA can issue a conditional registration is if the 
applicant has not submitted a complete dossier 
of data and information supporting a registration 
application. EPA may conditionally register a 
pesticide for a period of time “reasonably sufficient” 
to allow for the generation and submission of 
required data, if such data were not initially 
submitted as part of the application “because 
a period reasonably sufficient for generation 
of the data ha[d] not elapsed since [EPA] first 
imposed the data requirement.” Such a conditional 
registration is known as a 3(c)(7)(C) registration 
because it is issued under Section 3(c)(7)(C) of 
FIFRA. To issue a 3(c)(7)(C) registration, EPA must 
find that use of the pesticide for the period of the 
conditional registration “is in the public interest.”

In May 2015, EPA registered a pesticide product 
that contains nanoscale silver as the active 
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Ninth Circuit Invalidates Nanosilver Conditional Pesticide Registration
continued from page 1

ingredient (NSPW). Silver has long been 
known to have antimicrobial properties, and 
there are a number of registered pesticide 
products that contain silver as the active 
ingredient. There is only one other currently 
registered nanosilver product. The registration 
application for NSPW did not contain a 
complete dossier of information addressing 
all of the data requirements applicable 
to this type of registration; therefore, the 
registration granted for NSPW was a 3(c)
(7)(C) conditional registration good for four 
years (during which time the registrant was 
to submit all required data and information 
necessary to support an unconditional 
registration). In granting the conditional 
registration for NSPW, EPA concluded 
that it would be in the public’s interest to 
do so because NSPW has the potential to 
reduce the amount of silver entering the 
environment from pesticidal uses. EPA based 
this conclusion on the facts that NSPW has 
a lower application rate and lower mobility 
coefficient than conventional silver products, 
and the assumption that current users of 
conventional silver products will switch to 
using NSPW, or, alternatively, because NSPW 
will not be used to provide antimicrobial 
properties in more products than are currently 
protected by conventional silver-containing 
pesticides.

The Ninth Circuit panel found that EPA had 
met all requirements for granting a 3(c)(7)
(C) conditional registration for NSPW, with 
the exception of the public interest finding. 
In discussing this requirement, the Court 
noted that the public interest finding is an 
important distinction between a conditional 
registration and an unconditional registration. 
The requirement that EPA find a conditional 
registration to be in the public’s interest is 
an important underpinning of the regulatory 

approval in instances where a full data 
set is not available to enable EPA to make 
an unreserved determination that use of 
a pesticide will not result in unreasonable 
adverse effects to the environment.

In analyzing EPA’s NSPW public interest 
finding, the Court noted that EPA stated 
that NSPW has the “potential” to reduce the 
amount of silver entering the environment 
from pesticidal uses. But EPA did not 
provide any actual supporting evidence for 
the conclusion that use of NSPW during 
the period of the conditional registration 
would result in less silver entering the 
environment. EPA’s assumption that current 
users of conventional silver pesticide 
products will switch to NSPW-based 
products did not have any supporting data 
or evidence, rather it was based on mere 
speculation. Similarly, EPA’s alternate 
assumption that NSPW will not be used to 
provide antimicrobial properties in more 
products than are currently protected by 
conventional silver-containing pesticides 
also was just conjecture. As the Court 
noted, “EPA cites no evidence in the record 
to support” either of the assumptions. 

In the end, the Court found EPA’s public 
interest finding for the NSPW conditional 
registration to be fatally flawed because it was 
based on EPA’s conclusion that registering 
NSPW for the conditional registration period 
would result in less silver entering the 
environment, but this conclusion was based 
on the assumption that NSPW “would be 
used enough by some, but not too much 
by others, to reduce the amount of silver 
released into the environment,” and that 
neither prong of this assumption was anything 
other than speculation.

continued on page 8
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New TSCA In Action
By Martha E. Marrapese
May was a busy month for Toxic Substances 
Control Act (TSCA) implementation activities. 
Wiley Rein held a webinar on protecting 
confidential business information (CBI) 
in TSCA submissions. For a copy of the 
presentation, “TSCA CBI: The Rules Have 
Changed”, please contact Diana Dillion 
at ddillon@wileyrein.com. CBI protection 
questions may come up in a variety of ways, 
from day-to-day new chemical submissions, 
section 8(e) toxicity data reporting that 
extends through the supply chain, and 
information on uses of existing chemicals that 
Environmental Protection Agency (EPA) will 
be seeking as it implements its new authority 
in this area. In addition, this presentation 
describes the choices and rules companies 
will need to consider for the TSCA Inventory 
Reset exercise that is scheduled to begin in 
June 2017.

EPA has sent a final rule to the Office of 
Management and Budget (OMB) for review 
to implement the prioritization process for 
existing chemicals under TSCA. Prioritization 
will determine when and if existing chemicals 
will undergo full EPA risk evaluations and 
whether EPA will regulate or restrict their 
uses. OMB has up to 60 days to review the 
final rule, and interested stakeholders can 
ask to meet with OMB during this period to 
discuss their concerns with the rule. This 
development signals EPA’s intent to meet the 
statutory deadline of June 2017 for finalizing 
this rule. 

On May 24, EPA announced a direct final 
rule to postpone several effective dates by 
which companies will need to comply with 
various provisions of EPA’s new formaldehyde 
emission standards for composite wood 
products. Affected companies should 
continue to track this development however, 
because any adverse comments filed by 
June 8, 2017, will require EPA to withdraw 
these extensions and take alternative means 
to get them into place. This rule affects 
companies that make and distribute cabinetry, 
laminates, furniture, and other consumer 
products. EPA is extending the December 
12, 2017 date for emission standards, 
recordkeeping, and labeling until March 22, 
2018. The December 12, 2018 date for import 
certification requirements is postponed until 
March 22, 2019, and the December 12, 2023 
date for provisions applicable to producers 
of laminated products will not take effect 
until March 22, 2024. In addition, EPA will 
continue to allow California Air Resources 
Board (CARB) Third Party Certifiers (TPC) 
to certify composite wood products under 
TSCA without an accreditation issued by an 
EPA TSCA Title VI Accreditation Body so 
long as the TPC remains approved by CARB, 
is recognized by EPA, and complies with all 
aspects of the December 12, 2016 final rule. ■

For more information, please contact:

Martha E. Marrapese 
 202.719.7156 
 MMarrapese@wileyrein.com
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FDA Workshop on Electronic Nicotine Delivery 
Systems Highlights Product Safety Concerns
By George A. Kerchner
The U.S. Food and Drug Administration 
(FDA) held a workshop on Electronic Nicotine 
Delivery Systems (ENDS) on April 19 and 
20, 2017, focusing on the safety of the 
lithium ion batteries used in the products. 
The workshop revealed a wide range of 
manufacturing practices by the industry and 
the fact that there currently are no safety 
standards for ENDS. 

ENDS are commonly referred as e-cigarettes 
or “vaping devices.” According to one recent 
study, the ENDS market is anticipated to grow 
over $50 billion by 2025,  at an estimated 
CAGR of 22.36% from 2015 to 2025. 

There were a number of presentations during 
the workshop highlighting the safety concerns 
associated with ENDS. Photographs were 
shown of consumers who have sustained 
significant injuries as a result of thermal 
events involving ENDS caused by poorly 
designed lithium ion batteries. The U.S. 
Consumer Product Safety Commission 
(CPSC) also provided an update of their work 
on lithium ion battery safety and reported on 
incidents involving ENDS. It was noted that 
there have been approximately 2,700 reported 
cases of children ingesting flavored liquid 
nicotine from ENDS since 2010, including one 
resulting in death. 

Underwriters Laboratories (UL) reported on 
their newly formed Standards Technical Panel 

(STP) to cover ENDS activity that will be 
known as the “Proposed First Edition of the 
Standard for Electrical Systems of Electronic 
Cigarettes, UL 8139.” The proposed standard 
is intended to cover the electrical systems 
in ENDS as well as the lithium ion battery 
charging systems. UL is expected to seek 
recognition of the proposed standard as 
an American National Standard and as a 
National Standard of Canada. 

A policy statement by the American Academy 
of Pediatrics states “There is a critical need 
for ENDS regulation, legislative action, and 
counter promotion to protect youth. ENDS 
have the potential to addict a new generation 
of youth to nicotine and reverse more than 
50 years of progress in tobacco control.” Two 
weeks after the FDA workshop, the Trump 
administration delayed enforcement of a 
final rule promulgated in 2016 that would 
have imposed strict FDA oversight on ENDS 
for the first time. The final rule includes a 
requirement for new addictiveness warnings 
and information on what ingredients are 
contained in ENDS.  ■

For more information, please contact:

George A. Kerchner 
 202.719.4109 
 GKerchner@wileyrein.com
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Occupational Lead Exposure Regulatory Focus Poised 
to Move to the States
By Roger H. Miksad
Lead is one of the most heavily regulated 
chemicals in the United States due to the 
potential hazards it poses to people exposed 
to excess levels. To protect adult workers, 
federal and state occupational health 
standards regulate worker exposures to lead 
through two primary interrelated measures 
along with other controls. First, regulations 
regulate the amount of lead particulate that 
can be in the worker’s breathing air via a 
Permissible Exposure Limit (PEL). Second, 
lead-exposed workers are required to have 
their blood lead level (BLL) regularly tested. If 
a worker’s BLL exceeds a specified threshold, 
the worker is reassigned to a non-lead 
exposed position or sent home (with pay) until 
their BLL returns to an acceptable level. All 
current federal and state occupational lead 
regulations use these two basic measures.

The Promised Federal Action Appears to 
Have Stalled
At a federal level, like all other safety 
standards promulgated by the U.S. 
Occupational Health and Safety 
Administration (OSHA), the Occupational 
Safety and Health Act (OSH Act) requires 
that these regulations be set at levels that 
will ‘‘most adequately assure, to the extent 
feasible, on the basis of the best available 
evidence, that no employee will suffer material 
impairment of health or functional capacity 
even if such employee has regular exposure 
to the hazard dealt with by such standard for 
the period of his working life.’’ The statute 
further provides that, in addition to the 
attainment of the highest degree of health 
and safety protection for the employee, other 
considerations shall be the latest available 
scientific data in the field, the feasibility of the 
standards and experience gained under this 

and other health and safety laws. The tests 
embodied in this mandate put considerable 
burden on OSHA to evaluate not only risk, but 
also economic and engineering feasibility. 

In part, due to the onerous rulemaking 
process required by the statute, OSHA’s track 
record in establishing PELs for lead and other 
substances is at best mixed─all but a handful 
of OSHA’s substance-specific standards are 
more than 20 years old, and some, like lead, 
are nearer to 40 years old. It’s not that the 
agency hasn’t tried to update these older 
standards, it just has not had much success. 
The agency’s most significant attempt to 
update a large number of PELs at the same 
time was struck down by a court in 1992. 
The Obama Administration managed to bring 
two significant PEL updates for silica and 
beryllium to a final rule before the transition 
to the new administration. But both are now 
facing legal challenges and pressure within 
the Trump Administration to roll back or delay 
significant portions of the changes imposed 
by those rules. It may be some years before 
anybody sees a truly final version of those 
rules.

With regard to lead, towards the end of the 
Obama Administration, in the wake of the 
publicity that surrounded lead exposure 
issues in communities such as Flint, MI, 
OSHA disclosed as part of the agency’s 
Spring 2016 “Regulatory Agenda,” that it 
was reviewing the federal worker protection 
provisions for lead for a potential update. At 
that time, the agency disclosed its intention 
to publish an Advance Notice of Proposed 
Rulemaking (ANPR) in November of 2016, 
soliciting open-ended input and comments on 
potential changes to the lead standard. While 

continued on page 6
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the agency appeared focused on medical 
removal levels, the agency indicated it was 
open to other changes to the lead standard. 

It was no secret that the lead standard was 
on OSHA’s radar for potential updates. In 
2007, the U.S. Centers for Disease Control’s 
National Institute for Occupational Safety 
and Health (NIOSH), in cooperation with 
OSHA, requested that the U.S. Department 
of Health and Human Services’ National 
Toxicology Program (NTP) evaluate the state 
of the science for low level exposures of 
lead in adults. That effort resulted in an NTP 
Monograph, published in 2012, which found 
that there was ‘‘sufficient’’ scientific evidence 
to conclude that blood lead levels below 10 
µg/dL may impact certain aspects of adult 
health.

However, OSHA’s promised ANPR did not 
materialize during the Obama Administration. 
This may have been partly due to the results 
of the election, or simply that other priorities 
absorbed the agency’s attention (such as 
finalizing the beryllium standard). Further, 
while the Regulatory Agenda item is still 
listed on reginfo.gov, agency observers 
have questioned the Trump Administration’s 
appetite for promoting changes to the lead 
standard, and whether that agenda item will 
remain once the agenda is updated. 

State Regulators Have Been Acting Where 
OSHA Has Not
In the wake of federal OSHA’s likely failure 
to follow through on its promise to update 
the lead standard, the focus now turns to the 
various states that have their own regulations. 
Under the federal OSH Act, states are 
generally free to adopt their own versions of 
federal OSHA standards so long as the state 
standards are “at least as effective as” the 
federal counterpart. And efforts are underway 

in several states to review potential changes 
to their workplace lead standards.

Leading the pack is California. Regulators 
there haven’t been waiting for federal action, 
and started working on revisions to their 
standard several years ago. These efforts 
began publicly in 2010 when the California 
Department of Public Health (CDPH) sent a 
formal recommendation to Cal/OSHA (the 
state’s OSHA counterpart) that the medical 
removal elements of that standard be 
revised based on a 2007 report in the journal 
Environmental Health Perspectives.

The current California standard, which mirrors 
the federal regulations, requires employees 
be removed from exposed work locations 
after three blood lead level tests with an 
average at or above 50 µg/dL, or a single 
test at or above 60 µg/dL. Removed workers 
are either sent home or offered alternative 
work locations, both with full pay. Workers 
may return to their position after their blood 
lead levels are reduced to 40 µg/dL. Under 
CDPH’s 2010 recommendation, workers 
would be removed after two tests at or above 
20 µg/dL, or a single test above 30 µg/dL. 
Workers would be allowed to return with a 
blood lead level at or below 15 µg/dL.

Between 2012 to 2015, Cal/OSHA held 
numerous stakeholder engagement meetings 
to collaboratively draft potential revisions. 
Those meetings were well attended by 
industry and public health advocates alike. 
Cal/OSHA last held a public meeting on 
the draft standards in December 2015, and 
the discussion draft rule package released 
for that meeting essentially implemented 
unchanged CDPH’s 2010 blood lead removal 
provisions. Further, Cal/OSHA acted on an 
air-lead modeling report issued by CDPH 

Occupational Lead Exposure Regulatory Focus Poised to Move to the States  
continued from page 5

continued on page 7
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and the Office of Environmental Health 
Hazard Assessment (OEHHA) in 2015, which 
suggested Permissible Exposure Limits 
changes. Based on that report, and taking 
feasibility considerations into account,  
Cal/OSHA proposed a facility-wide PEL of 
10 µg/m3. 

One key aspect of the Cal/OSHA draft is 
the inclusion of “Secondary Engineering 
Control Air Limits” for certain work areas of 
lead battery manufacturing facilities. These 
alternate air limits are higher than the PEL, 
but require the use of additional personal 
protection equipment for workers in those 
areas. Because Cal/OSHA has a statutory 
obligation to only adopt standards that are 
actually “feasible,” the SECALs were designed 
as a response to significant feasibility 
concerns raised by the lead battery industry, 
which presented feasibility assessments 
showing that meeting the proposed PEL in 
those specific areas could drive the industry 
out of business. SECALs and similar two-tier 
frameworks have been used at the federal 
level in a number of standards. OSHA once 
explained that it believed that the cadmium 
standard’s ““two-tier [SECAL] structure . . . 
is simultaneously more protective of workers’ 
health and feasible.” 57 Fed. Reg. 42,102, 
42,343 (Sept. 14, 1992). The SECAL proposal 
was met with support from both industry 
and public health advocates as a good 
compromise to allow Cal/OSHA to adopt a 
PEL that was aggressive, yet feasible. 

Since the December 2015 meeting, Cal/
OSHA has reportedly been continuing its 
work to finalize a formal proposed rule 
package that would implement the revisions 
to the occupational lead standards. Based on 
staff statements, the release of the proposed 
rule is anticipated for later this year. 

Also pursuing changes to lead exposure 
protection regulations is Washington. The 
Washington State Division of Occupational 
Safety and Health (DOSH) began holding 
stakeholder meetings on its lead standard in 
2015 in the wake of a lead-exposure incident 
at a firing range. In 2016, the state formally 
announced it would pursue an update to the 
lead standard. At the various stakeholder 
meetings, public health advocates have 
encouraged the state to adopt the framework 
under development in California. However, 
numerous industry stakeholders have 
suggested that the agency should not rely on 
another state’s work, but, rather, must come 
to its own conclusions about how best to 
protect Washington workers.

DOSH has not yet released draft regulations 
or publicly disclosed what changes it is 
considering. DOSH has announced that 
it intends to hold a stakeholder meeting in 
late June to discuss the agency’s first plan 
for potential revisions to the state’s current 
occupational lead standards. According to 
agency staff, DOSH likely will release the 
first discussion draft of a proposed rule at 
the June meeting. The agency then intends 
to follow an aggressive schedule of holding 
two additional stakeholder meetings in the 
following three months, and DOSH has 
previously stated it intends to issue a final 
rule by the end of 2017. Based on the delays 
the agency has experience so far, that 
schedule may now be overly optimistic, but 
with sufficient motivation and resources it may 
be doable. 

In 2016, Oregon OSHA turned its attention to 
updating the state’s various PELs by creating  
a PEL Advisory Committee (Committee) 
that was charged with reviewing the state’s 
existing PELs for potential changes. In March, 

Occupational Lead Exposure Regulatory Focus Poised to Move to the States  
continued from page 6
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Occupational Lead Exposure Regulatory Focus Poised to Move to the States  
continued from page 7

the Committee selected lead and manganese 
as the first two substances to be reviewed. 
Battery Council International (BCI) remains 
in contact with Oregon OSHA staff and 
will continue to monitor developments, and 
provide comments and stakeholder input 
throughout the process. As of last week, there 
are no scheduled meetings.

The developments in California, Washington, 
and Oregon clearly indicate that, at least in 
some states, efforts to update occupational 
lead standards will not stall if federal OSHA 
indeed puts lead on the backburner during the 
Trump Administration. And the example set by 

these state-based efforts likely will encourage 
the states to revise PEL for other chemical 
exposures – as has already been seen with 
Oregon’s wide-ranging PEL effort. Employers 
with lead-exposed workplaces should be on 
the lookout for state efforts, and can no longer 
focus only on federal OSHA’s relatively slow 
pace as providing comfort.  ■

For more information, please contact:

Roger H. Miksad 
 202.719.7193 
 RMiksad@wileyrein.com

Ninth Circuit Invalidates Nanosilver Conditional Pesticide Registration
continued from page 2

The end result of this decision almost 
certainly will be that EPA and registrants will 
have to be more diligent in supporting the 
conclusions that undergird public interest 
findings for 3(c)(7)(C) conditional registrations. 
As noted, this decision is apparently the first 
time that a conditional registration has been 
invalidated on the basis of lack of adequate 
factual support for a public interest finding. 
The success of the challengers in these 

cases will likely motivate anti-pesticides 
activists to examine the public interest 
findings of future 3(c)(7)(C) conditional 
registrations to assess whether to challenge 
individual pesticide registrations. ■

For more information, please contact:

Keith A. Matthews 
 202.719.4462 
 kmatthews@wileyrein.com
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EPA Holds “EO” Meetings to Take Comment on 
TRI, TSCA Reform and TSCA Lead, Asbestos and 
Formaldehyde Rules
By Saskia Mooney
The Environmental Protection Agency (EPA) 
held a series of public meetings in May 2017 
to allow public comments on various EPA 
programs. The meetings are part of the 
Agency’s broader effort to review rules for 
modification or repeal, as required by two 
Executive Orders (EO) issued earlier this 
year: EO 13777 and EO 13771. We focus 
here on meetings that were recently held 
to address the Toxics Release Inventory 
(TRI), TSCA reform generally, and specific 
standards under TSCA for lead, asbestos, 
and formaldehyde. 

At the TSCA reform meeting, both 
environmental NGOs and industry participants 
stressed the importance of moving forward 
with implementing the Lautenberg Chemical 
Safety Act in a timely fashion. Commenters 
representing manufacturers testified that EPA 
should ensure that regulatory decisions are 
made using sound science, and requested 
that EPA issue expected guidance documents 
in a timely manner. One industry group 
commented that, when conducting chemical 
risk evaluations, absent evidence to the 
contrary, EPA should assume that relevant 
OSHA rules have been complied with.  

At the TRI meeting, support was voiced for 
EPA to continue this important information 
disclosure program. It was also noted that 
the TRI program is mandated by statute, 
so, absent Congressional action, EPA 
must continue to effectively implement the 
TRI requirements. An electronics industry 
association representative asked that the TRI 
reporting threshold for lead be raised and the 
TRI small business exemption be broadened. 
The representative expressed concern that 

the current 10-pound reporting threshold for 
lead, along with the narrow small business 
exemption, catches too many businesses that 
report zero lead releases. 

At the meeting on lead, asbestos, and 
formaldehyde, most speakers expressed 
support for the TSCA Lead Renovation, 
Repair, and Painting (RRP) rule. A number 
of commenters stated that they believe the 
rule is necessary to protect workers and 
residents, and in particular children. The RRP 
rule requires contractors disturbing fixtures 
or housing components that contain lead in 
certain residential settings to be trained and 
certified every five years, test for lead at work 
sites, and follow lead safe work practices 
when lead is present. During the meeting, 
the most frequent claim and criticism voiced 
about the program was that lead testing kits 
have excessively high false positive rates, 
requiring costly lead practices in cases 
where it might not be necessary. Another 
issue raised was that there is inadequate 
enforcement of the RRP rule, but commenters 
differed on whether federal or state level 
enforcement was preferable.

Supporters of the RRP rule who testified 
included state agencies, lead renovation 
trainers, lead repair contractors, home 
builders, and associations representing the 
learning disabled, nurses and environmental 
consultants, among others. One organization 
representing paint decorating contractors 
suggested that the rule be revised to require 
lead testing only in homes built before 1960, 
rather than pre-1978, but did not present hard 
data to support this recommendation.

continued on page 12



10 Product Stewardship Sustainability Report© 2017 Wiley Rein LLP | wileyrein.com

Be Prepared to Begin Your Foreign Supplier 
Verification Program
By Carolyn R. Schroll
Do you import animal or human food for 
sale in the United States? If so, you may 
now be subject to food safety verification 
requirements under the Foreign Supplier 
Verification Programs final rule (FSVP Rule). 
The FSVP Rule set a compliance deadline 
of May 30, 2017, for importers whose foreign 
suppliers supply food or feed products. Such 
suppliers must comply with current good 
manufacturing practice and hazard analysis, 
and risk-based preventive controls rules for 
human and animal food (the rule provides 
an exception for importers that are small 
businesses or qualified facilities).

The goal of the FSVP is to ensure that foreign 
suppliers operate in a manner that provides 
the same level of public health protection as 
required by the Food Safety Modernization 
Act (FSMA). The FSVP Rule imposes three 
primary requirements on importers that obtain 
food products from foreign suppliers. First, 
an importer is responsible for conducting 
a hazard analysis of its foreign suppliers to 
determine known or reasonably foreseeable 
risks associated with each food the supplier 
provides. The importer may approve foreign 
suppliers only after conducting the hazard 
analysis and determining that the supplier 
meets the applicable health standards. 
Second, the importer must establish 
verification activities to ensure the foreign 
supplier continues to meet the food safety 
requirements. Third, the importer must 
implement corrective actions when the 
verification process determines that the 
foreign supplier is not meeting the standards.

It is incumbent on importers to consider 
how best to comply with the FSVP Rule 

to avoid interruptions in the supply chain. 
Importers can conduct the hazard analysis 
and verification activities themselves, or 
they can use a third party, but importers are 
responsible for the conduct of third-party 
analyses. Importers that conduct their own 
analyses and verification activities will need 
to train and appoint a qualified individual as 
soon as possible. Importers must also decide 
how often to reevaluate the risk posed by a 
foreign supplier. Reevaluation must occur 
at least every three years, but importers 
may wish to conduct reevaluations more 
frequently. Importers will certainly want to 
conduct the reevaluations more frequently 
if verification activities show that a foreign 
supplier is failing to comply with food safety 
requirements.

The FSVP Rule is still very new and the U.S. 
Food and Drug Administration (FDA) is still 
issuing guidance on how best to implement it. 
The hazard analysis and verification activities 
will require close cooperation between 
importers and foreign suppliers. This may 
require changes in the business relationship, 
including updates to contracts and closer 
scrutiny of the entire supply chain. Importers 
can only import from approved foreign 
suppliers, so failure to begin this process now 
could lead to headaches later. Don’t let the 
upcoming deadline interrupt your imports. ■

For more information, please contact:

Carolyn R. Schroll 
 202.719.4195 
 CSchroll@wileyrein.com
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In Case You Missed It 
By Carolyn R. Schroll
New York Governor Andrew Cuomo 
announced on April 25 the beginning of the 
Household Cleaning Product Information 
Disclosure Program, which will require 
manufacturers of cleaning products to 
disclose information about their products 
on the manufacturer’s website and to the 
New York Department of Environmental 
Conservation (DEC). The information required 
to be posted on the website includes: 

 ■ the list of ingredients, 

 ■ content by weight of each ingredient; and 

 ■ information about the manufacturer’s 
research on the product’s safety. 

Although the regulation allows manufacturers 
to withhold information that is confidential 
business information (CBI), at present, it is 
unclear which CBI claims will be accepted. 
Under the amended TSCA, this type of state 
disclosure regulation is likely not preempted, 
but this regulation could serve as a good 
test case for determining the boundaries 
for preemption under the amended Act. In 
the meantime, manufacturers should be 
prepared to meet these new requirements if 
they sell products in New York. DEC issued 
guidance on the new requirements and is 
accepting comments on the guidance until 
June 14, 2017.

Separately, a bill recently introduced in 
the New York Assembly would require 
pet product manufactures to disclose 
“priority chemicals” that they intentionally 
add to non-food pet products sold in the 
state (AB 7739). Reportable pet products 
include toys, bedding, chew toys, personal 
care products, and apparel. The bill lists 
nine priority chemicals: lead, antimony, 
mercury, arsenic, cadmium and cobalt metal 
compounds, formaldehyde, benzene, and tris 
(1,3 dichloro-2 propyl) phosphate. Pet product 
manufacturers and importers would be 
required to notify the DEC of the pet product 
name, the priority chemical it contains, and 
the product’s intended purpose. A $600.00 
reporting fee would apply, per chemical. The 
proposed notice to retailers requires this 
same information, as well as chemical toxicity 
information. A ban on distributing or selling 
pet products with priority chemicals would 
take effect on January 1, 2020. AB 7739 
was referred to the Assembly Committee 
on Environmental Conservation, but it is too 
early to tell if this bill will have any serious 
consideration or traction. ■

For more information, please contact:
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There were mostly favorable comments about 
TSCA’s Asbestos Hazard and Emergency 
Response Act (AHERA), which controls the 
proper handling, encapsulation, and removal 
of asbestos in schools. Many commented that 
similar requirements should be extended to 
public and commercial buildings. 

The strongest criticism at the meetings was 
focused on the TSCA formaldehyde rule. 
The home furnishings industry said that the 
rule is too burdensome by unnecessarily 
applying formaldehyde emission certification 
requirements to both core manufacturers and 
laminated board fabricators. Commenters 

noted that California exempts laminate 
fabricators. Representatives from the 
Environmental Defense Fund, however, 
commented that the California exemption is a 
loophole that EPA determined needed to be 
closed based on science.

EPA is expected to hold more meetings 
addressing the substance of the Executive 
Orders in the coming months. ■

For more information, please contact:

Saskia Mooney 
 202.719.4107 
 SMooney@wileyrein.com

EPA Holds “EO” Meetings to Take Comment on TRI, TSCA Reform and TSCA Lead, 
Asbestos and Formaldehyde Rules  continued from page 9


