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LLB: Hello, and welcome to A/l Things Chemical, a podcast produced by Bergeson & Campbell,

P.C. (B&C®), a Washington, D.C., law firm focusing on chemical law, business, and
litigation matters. I’'m Lynn Bergeson.

This week, I sat down with Sheryl Lindros Dolan, Senior Regulatory Consultant at B&C
and its consulting affiliate, The Acta Group. Sheryl is on the front line of pesticide
registration and engages in a remarkably diverse range of pesticide and pesticide device
issues. Sheryl is particularly gifted in charting regulatory strategies for new and novel
pesticide innovations and other agricultural chemical products, like biostimulants,
biopesticides, and other chemical products. Sheryl’s training as both a scientist and a lawyer
is invaluable in guiding clients in obtaining regulatory approvals swiftly and efficiently. Our
conversation covers a broad range of topics, beginning with a check-in with how the U.S.
Environmental Protection Agency’s (EPA) Office of Pesticide Programs (OPP) is faring
under our now not-so-new pandemic-focused times. We discuss how EPA is addressing the
greatly increased number of pesticide registration applications in response to the COVID-19
virus, the submission of emergency exemption applications under the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA) Section 18, and how to manage client
expectations, especially those harbored by innovators who believe their products will greatly
help protect against the virus and thus have a sense of urgency that is somewhat difficult to
align with the government’s sense of what is expeditious. We also discuss EPA’s
compliance advisory for pesticide devices making coronavirus claims and EPA’s continuing
efforts to prevent the marketing of bogus products that are unregistered and thus illegal.
Sheryl’s expertise and broad experience in these areas make for a great conversation. Now
here is my conversation with Sheryl Dolan.

Welcome, Sheryl. It is wonderful to chat with you again. I know you have been
extraordinarily busy this summer for any number of reasons. But let’s get started.

Sheryl Lindros Dolan (SLD): Thank you, Lynn. Let’s indeed.
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Now that we’re about five months into our pandemic-inspired remote working situation,
how do you think EPA’s OPP has been doing with the avalanche of pesticide work it has
experienced?

I think for the most part, well. OPP was faced with the dual whammy that we’ve all been
faced with, of pivoting to work from home at the same time that there’s been a surge
demand, especially for antimicrobial products that will work, that have virucidal
capabilities. I think most people in this practice area chuckle or maybe groan at the many
ads trying to sell us something to do with all our extra time. I don’t expect anyone at OPP
has extra time. I think they’re working really hard and have accomplished quite a lot,
generally. I really applaud them for the way that they’ve expedited product amendments or
approvals, they’ve set up List N, everything that they’re doing to try and address the
antimicrobial products while at the same time continuing with business as usual for the rest
of the pesticide world.

What I’m about to ask is not intended in any way, shape, or form to undermine what EPA is
doing because I think our colleagues at EPA are doing an extraordinarily good job of both
working remotely, while at the same time keeping up with, as you suggest, a surge in certain
types of pesticide registrations.

But my question relates to managing client expectations. As you know, when clients have a
sense of urgency and purpose -- and a lot of our clients really believe they have a silver
bullet here. They’re going to make the world a better place, and we love them for it. But
aligning that sense of urgency with EPA’s accelerated processes, such as they are, are very
different things. What are you suggesting to clients to help abate that lack of alignment, for
lack of a better word?

Lynn, as you know, we are fortunate to speak with so many innovators who have brilliant
technologies that either solve heretofore unsolved problems or solve problems in a new,
better, greener way. But many of these innovators do not have experience with FIFRA’s
requirements, and, of course, that’s where we come in. I think the hardest issue that we face,
and the greatest challenge we have in managing client expectations, is that despite the fact
that we’re in a pandemic, OPP still must scrutinize antimicrobial products to confirm that
they are safe and effective. Even if there’s a lot about the chemistry in published literature,
typically some data are going to be needed -- ideally, according to EPA’s Good Laboratory
Practices or that have been developed in a way that gives us confidence in the results. It
takes time to produce these data.

In our conversations, time really becomes a four-letter word. It takes time to produce the
data, to compile all the information, and then it takes time for EPA to review it. I’ve yet to
meet anyone new to the FIFRA space who is not surprised and disappointed at the timeline.
There’s a reason for that. EPA is charged with making sure that these products do no harm
to the public, to the applicators, and that they do do what they’re supposed to do: they kill
invisible microbes, because people are going to be relying on them to do that.

Exactly. As a consumer, we want EPA to be as disciplined and data driven as it is. As an
innovator -- especially the ones of which you speak, as passionate and as dedicated as they
are to their craft and their innovation -- they want it on the market yesterday. You invariably
get, “What do you mean it could be six to nine months?” You do a great job, Sheryl, of
putting things in a context that is manageable and accurate, but it’s tough.
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And yet another piece of that is, again, going to time, six to nine months. That’s EPA’s
review. EPA has stated that it’s committed to trying to shave time off to the best of their
ability for new products. But again, you need data. Contract research organizations have
significant and growing backlogs as data development demands increase. They’re narrowing
the studies that they’re willing to do, and many aren’t even talking to the interested parties.
Direct everybody to your website, sign up, and they’re triaging. They’re triaging the
increase because they’re significant. Even getting into a lab to do data development could be
a challenge.

For our listeners, given how talented you are in so many areas under FIFRA, what are you
seeing the most of? Do we have a lot of biocide clients? Or is it biopesticides, or
rodenticides, more conventional agricultural products? What are you spending most of your
energies on?

Lynn, it’s really a mix. It’s easy to focus on the virucidal products, because, of course,
everyone is affected by the pandemic. Certainly we’re devoting significant time to emerging
technologies that offer virucidal benefits, but we also have clients who are registrants
seeking to make more straightforward label amendments for their products consistent with
List N rules, and we have a range of clients with agricultural products. Thankfully, life goes
on. It’s not all corona all the time.

As much as we want it, right?

We want no corona, none of the time. I don’t know. Double negatives there.
Coronavirus, right.

Exactly.

Have you seen an uptick in emergency exemption applications? That is an option under
FIFRA Section 18. Of course, as we record this session in late August, we know President
Trump recently approved a comparable emergency use application under the U.S. Food and
Drug Administration (FDA) for certain coronavirus-related therapies. But is that real, or is
that more illusory?

Interesting and timely question. There are certainly a lot more people exploring FIFRA
Section 18 for public health purposes. As you know, under FIFRA Section 18, a federal or
state agency may seek approval from EPA for a product to address an emergency condition
on an expedited basis, and in response, EPA can approve an exemption from the FIFRA
Section 3 registration or amendment process.

As recently as yesterday, I was looking at EPA’s emergency exemption database, and it
continues to report that the only emergency exemption related to coronavirus was the one
that EPA approved early on that -- submitted at the behest of New York State, for
disinfecting medical waste. But the database was last updated in June, and I actually was
flipping through the Federal Register and didn’t see any that were for public health
purposes. They were more of the traditional emergency agricultural pest issues.

Then this morning, Reuters is reporting that there’s been an emergency exemption approved
for a currently registered product that was currently registered for non-public health
purposes and is now -- it’s a coating -- and it’s now being approved apparently for use in
airlines, and American Airlines in Texas apparently teamed up to submit this. This is
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headlines. It isn’t even on -- as we record, it isn’t on EPA’s website even yet, but it was
reported by Reuters. I heard about it this morning.

I’m sure you will be pursuing that. It could be, as you suggest, just a delay in getting these
emergency approvals up on EPA’s dedicated website. But that’s exciting if true, and it could
be a big boost to air travel.

Absolutely. Absolutely. It’1l be interesting in many, many different respects. It’1l be, I think,
the first of its kind, this type of coating. I’'m interested to see more information, whether it
was approved just for viruses, whether -- it’s described as a virucide, whether it’s described
as a disinfectant. What data had to be submitted? We can all speculate. We certainly know
what the rules are. We know where maybe there’s some flexibility, but it’s changing as we
speak.

In prior podcasts, both I think with you and others in this space, we’ve explored EPA’s List
N process -- another, I think, program that EPA has worked very hard on, I think much to its
credit, to enhance the availability of products to be used for disinfectant purposes. Can you
tell our listeners a little bit more about what the List N process is and give us your views on
how successful that process has been?

I think List N is a collection of changes. From the start of the pandemic, EPA looked for
ways to both educate the public, highlight for users those products that would be effective
against SARS-CoV-2. Initially, of course, no product had been tested against this specific
virus disinfection hierarchy that acknowledges that products that are efficacious against
viruses that are harder to kill will work on a new emerging pathogen. Initially, products
were added to the so-called List N based on this disinfection hierarchy. These products
didn’t list SARS-CoV-2 specifically on the labels, but they were authorized to claim
efficacy against the virus that causes COVID-19 in marketing communications.

Then EPA built on that. They took steps to reduce the administrative burden on registrants
of List N products for making select changes to their products. Our listeners have to keep in
mind that for registered products, pesticide products, any change to the source of the
components, or where the product is made usually requires prior notification to and approval
from EPA. But because the pandemic had created significant supply chain disruption, EPA
kept looking at what they do, and they made common-sense accommodations to facilitate
switching to another registered source of active ingredient, for example. Or they built a
commodity inert ingredients list, and EPA now permits purchasing from any source. You
don’t have to go in and say you’re going to get it from others. I think that was -- that’s been
a very useful program and series of steps both to communicate to the public, provide a --
EPA’s website provides a tremendous amount of information and cross-references the
Center for Disease Control and Prevention (CDC).

I know -- my colleagues at our church, for example, I directed them to that site when they
were trying to figure out what products they needed to buy, and also, making it more
straightforward for registrants to keep up, and to communicate, and to deal with the new
normal that we find ourselves in.

More recently, as registrants have been able to complete efficacy studies with the actual
SARS-CoV-2 virus, List N has expanded to include products with those claims on their
labels that these products, in fact, have been tested against the SARS-CoV-2, and as I
mentioned earlier, contract labs are -- have long lines and growing lines to get access to that
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testing, but they are being done and the results are starting to be published or be available in
final reports.

EPA has also provided guidance to assist more recently List N registrants to seek expedited
review for adding electrostatic sprayer applications to their product labels. Again, EPA is
taking a lot of steps to look at how they’ve done business in the past and look for shortcuts
to that -- still make sure that the changes are -- the products are safe and effective, but are
looking for ways to help registrants with products that will be useful against -- and will be
efficacious against -- the SARS-CoV-2 virus.

I give EPA a lot of credit. Turning that tanker around -- making any of these adjustments in
a large bureaucracy like EPA, it’s challenging, and they’ve been doing a great job.

There are a lot of steps, for even a new application. There are opportunities to short cut, but
EPA is dealing with a huge volume. You need to go back to that Section 18 discussion. If
you come in with something that is the new sliced bread, is better than what else is in the
marketplace, and you can tell that story -- you can show that it’s efficacious, and you can
explain why it’s better than something else that is in the marketplace, and that it’s safe, then
maybe that’s a reason for EPA to pull up short and to reposition.

We would love to live in a world where there were unlimited resources, but we don’t, so
reposition the resources and get focused on that. But if that’s not the case, EPA is doing that.
But there’s only so much time. There are still all the reviews that need to be done, and
there’s only so much time that it can shave off of review schedules. It’s stated that it’s
committed to trying to do so, and that if you’re coming in with a new product or an
amendment that is going to target COVID -- well, target SARS-CoV-2 -- that you should
say so and it’ll do its best, but it’s got to prioritize.

Let’s pivot a little bit to the June compliance advisory that EPA issued that addresses
pesticide devices that make efficacy claims related to SARS-CoV-2, which is, of course, the
virus that causes COVID-19. What did EPA say in that advisory? And maybe you can back
the question up a little bit with some overview remarks distinguishing between pesticides
and pesticide devices, because | think there’s a good deal of confusion out there between
those two categories of products.

All right. Why don’t I take that in reverse order? A pesticidal device is an instrument or
machine that is used to destroy, repel, trap, or mitigate a pest. A device operates through a
physical or mechanical means and does not rely on a chemical substance for its function --
or at least that’s the classic defi--

-- Like a flyswatter?
Flyswatter is right. If it’s going to -- arguably, yes. But EPA said in its original guidance
decades ago that if the device relies more on the ability of the human being using it than the

mechanical nature of the product, that those would require -- those wouldn’t be subject to
FIFRA.

That is not a pesticide device, just so our listeners are not confused. I just love the image,
because the swatter here puts in most of the energy, the humanoid.

Right.
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That’s not a pesticide device.

Exactly. But there are a number of devices that have been on the market for many, many
years. A device is not subject to federal registration requirements under FIFRA, though I
note several states require registration for pesticidal devices. That’s something that a
producer has to keep in the back of mind.

A device is subject to other federal requirements, however. It must be produced in a FIFRA-
registered establishment, for example, and its label must comply with FIFRA labeling
requirements, including listing the EPA registered establishment by number on its label. It’s
important to note that when you look at these products, if it says EPA registered
establishment, that doesn’t mean that it’s a registered product. EPA hasn’t reviewed the
product, but it has to be produced in a registered establishment, which gives EPA some
tracking ability, because those establishments then have to report annually about how much
has been made, and it lets EPA know that they exist.

Devices are also subject to other FIFRA requirements. Imports. Notice of arrival
requirements, for example, and FIFRA recordkeeping requirements. That’s -- the big
distinction is a pesticide, which involves the sale and distribution of a chemical substance,
either the active ingredient or a precursor, versus a device that operates -- makes similar
claims, but it operates through physical or mechanical means and does not require
registration but is otherwise subject to FIFRA.

With that prelude, EPA has done extensive outreach, as we’ve discussed, during the
pandemic, to educate the public and provide the public with tools so that people know and
understand what products are available and how to review those products critically. We
want educated consumers, and we need people to engage in best practices. One of the points
that EPA made in that advisory is they made the point that while devices are subject to
FIFRA, they do not require registration. They wanted everyone to understand that.

During the registration process for pesticides, EPA reviews the data that support public
health claims, such as the disinfection claims against viruses. Because EPA does not register
devices, it wanted to be clear -- and that was the point of the advisory -- that it could neither
confirm or deny that the devices in the marketplace that state they kill SARS-CoV-2 are in
fact effective. It was pretty much a buyer beware statement.

Interesting.
They may work, and --
-- But they’re not saying they do. They’re just --

Right. If you look at EPA’s website, they list various types of pesticidal devices that have
been recognized for many, many years: ozone generators, UV light products. I think there’s
the expectation that the technologies should work, but whether a given product works has
not been vetted, because it’s not -- the data that are submitted to demonstrate antimicrobial
biocidal activity are not on an active ingredient basis. We’re not talking about -- it’s on a
product-specific basis. For pesticides, it’s that specific formulation, and with devices,
hopefully the manufacturers, the producers who are selling these devices have -- are not just
relying kind of on history, that they’ve tested their exact device to demonstrate its efficacy,
because it’s important. We’re all going to be relying on these tools to try and combat this
thing.
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I suspect that leads us into our next topic, which goes to EPA’s overall enforcement efforts.
We saw earlier this year, actually in late spring, Assistant Administrator Susan Bodine
issued a memorandum basically saying that in areas where compliance with federal
regulatory requirements was made impossible or difficult as a result of COVID-related
factors, i.e., diminished workforce or inability to access certain compliance-related
activities, then the Agency was going to be exercising its enforcement discretion with regard
to violations of federal environmental laws. Now, putting aside the broad
miscommunication relating to the rollout of that enforcement policy, EPA in the same
memorandum made clear that it was not letting up at all with regard to the import of FIFRA-
related products, which I think set a tone for EPA’s consistent, vigorous enforcement of
FIFRA and related chemical initiatives, but in particular FIFRA, because of the opportunity
presented by this pandemic and the commercialization of bogus products, of products that
claim to do X, when in fact they are neither registered nor efficacious to do X. Have you
seen an uptick in that? And how has that been borne out in your practice, Sheryl?

Sure. And as you note, there was a lot of misleading discussion in the press about that
temporary enforcement discretion policy that really was just trying to reduce the
recordkeeping burden, I think, in my view, reporting when facilities were shut down or
running on skeletal staffs.

As you know, Lynn, there’s never been any reduction in enforcement, and perhaps more
focus, particularly on imports. If we take that for a moment, we’ve seen significant
enforcement scrutiny given to pesticide imports. That’s certainly true for products with the
SARS-CoV-2 claims, because unfortunately, there are some folks who want to take
advantage to make a buck, or whatever, with the current situation. But it’s also true for all
pesticides that are produced outside the United States and imported. We’ve been involved
with and seen a lot of scrutiny given to those products. And it’s -- to the extent that the
noncompliance can be corrected, there’s always an option when Customs and EPA stop a
product at the border to turn it around and send it out of the customs district. But rarely is
that a desirable outcome, and clients, especially if there’s -- I don’t want to say a more
administrative issue -- but you don’t want to destroy product and incur those costs. But to
the extent that the noncompliance can be corrected -- it’s something that needs to be
changed on the label -- and we’ve, again, certainly seen -- sigh -- perhaps more focus on this
than we should. Going through that process where facilities -- going through the process of
correcting the labels, when facilities may not be operating with full shifts and documenting
all the steps to make label corrections and sharing that information with EPA virtually can
be quite an effort.

It’s definitely happening, so we would definitely caution people to make sure that your
products coming in are compliant, because if not, you’re going to end up in a vortex. That’s
not to say it’s not important, and I’'m probably -- I’'m conflating issues. The overarching
message is that EPA has been very active at the border, and sometimes we would say, with
initiatives that deserve the headlines. The virus shutout, for example, it was very -- had a lot
of visibility. Then other cases, we’re just wondering why so many resources are being
devoted to what I would characterize in many cases as minor label glitches.

Right. Now, I -- we’ve seen, I think across the board, a surprising uptick in enforcement,
and enforcement occasioned, first and foremost, by EPA regional offices, but also by an
ever-vigilant distributor community, especially the big distributors, Amazon among them,
recognizing that their platforms can take a collateral hit when some of the products that they
are promoting and distributing may not, in fact, be registered pesticide products.
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Yes, I plotted them. We were talking about all the different things that it did this spring.
They proactively reached out to retailers and third-party marketplaces to try and educate the
retail community and get them on board and garner their cooperation for exactly this case.
Then, unfortunately, more recently, EPA pursued the issuance of a SSURO (our slurred
acronym for stop sale, use, or removal orders). One targeted Amazon and eBay, and that
addressed more than 70 products that were unregistered pesticides or unsupported claims
that were all targeting the SARS-CoV-2 virus.

It’s a hard thing to do. There are many people who believe -- and we’ve spoken to some of
them -- that they’re putting out products that are helping and that they’re useful and they
have no idea of the regulatory context into which they’re stepping. There’s that cohort. Then
there are a lot of charlatans who don’t care that they’re selling snake oil. EPA has been
sorting through that. It needs to prioritize the -- going after Amazon and eBay was certainly
headline-making.

Sheryl, I’d like to close out our conversation with just seeking a thought or two from you on
what you can share to our listeners -- or with our listeners -- who are in this space and may
be struggling a little bit, given delays and just the time and energy that it takes to get a
product on board. What are the two or three thoughts that you might offer to our pesticide
innovation community?

As you said, it always takes more time than folks wish. The one observation I would
highlight, which is not a new observation -- I think it’s what we’ve always told our clients
that with innovation -- if you want to get into the market, let’s look at things stepwise.

If you’re going to do something differently, how can we break that down into pieces and
start with the first piece, have data to support it, and engage EPA and have that
conversation? Maybe pesticide registrations are living licenses. You can go back, and you
can amend, you can extend, but don’t try to maybe go for the whole enchilada out of the
gate. Let’s figure out how we can -- certainly with an existing registration -- use some data
to build on it. Or maybe start with a registration that’s not everything you’re hoping for, but
is a start to get you into the market, and then build on that and, frankly, generate revenue to
develop supporting data.

Now that’s easier said than done in the context of the pandemic. Everyone, they don’t want
to start off with something that makes non-public health claims. They want to be clear that
their product attacks the virus. Importantly, we would be very clear to them that, if that isn’t
what they have a registration for, they should not be making those claims. But again, EPA
has limited resources, so if you want to go in and pursue something faster, which typically
would mean a Section 18, then you’re going to need -- you may need to be able to define
your chemistry. You’re going to need to demonstrate one way or another that it meets the
safety findings. You’re going to need to show it’s efficacious, and you need to show why
it’s better than what’s already out there, or we’re going have a hard time explaining to EPA
why it should be giving all of its attention to you.

Great advice, Sheryl. Thank you. And thank you for joining us this morning, as always.
Everyone learned a lot. You do a great job at what you’re doing. Thanks again for joining

us.

Thank you, Lynn, so much.
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LLB: My thanks again to Sheryl Dolan for speaking with me today about how EPA’s OPP and
pesticide and pesticide device innovators alike are faring under the new normal, as we
approach the fourth quarter of calendar year 2020.

All Things Chemical is produced by Jackson Bierfeldt of Bierfeldt Audio LLC.

All materials in this podcast are provided solely for informational and entertainment purposes. The
materials are not intended to constitute legal advice or the provision of legal services. All legal
questions should be answered directly by a licensed attorney practicing in the applicable area of
law.
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