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The U.S. Environmental Protection Agency ("EPA") has finalized the long-awaited rule — Management Standards
for Hazardous Waste Pharmaceuticals and Amendment to the PO75 Listing for Nicotine ("Final Rule"). The Final
Rule was signed on December 11, 2018, and is expected to be published in the Federal Register in the coming
weeks. The Final Rule is intended to streamline requirements for healthcare facilities and reverse distributors
when they manage and discard hazardous waste pharmaceuticals. It also exempts certain nicotine replacement
therapies ("NRT") from hazardous waste regulation.

The Final Rule will affect many businesses, including hospitals, doctors' offices, pharmacies, veterinary clinics,
and reverse distributors that handle unused pharmaceuticals that are no longer needed. While the Final Rule
provides flexibility from certain hazardous waste requirements, it still requires those covered by the Final Rule to
provide certain training, complete reporting, and maintain recordkeeping, among other things. Failure to comply
with these requirements can mean enforcement and potential penalties, so it will be particularly important for
affected entities to quickly get familiar with the Final Rule and develop a compliance plan.

BACKGROUND

In 2008, EPA had initially proposed to regulate the disposal of pharmaceuticals as a universal waste, rather than
under the more rigid hazardous waste program. Confronted with numerous concerns, EPA decided not to finalize
the proposal and instead developed a new pharmaceuticals rule, which was issued for public comment on
September 25, 2015.

FACILITIES SUBJECT TO THE FINAL RULE

While "pharmaceuticals" may include a variety of products, the Final Rule addresses only those pharmaceuticals
that are deemed hazardous waste by the Resource Conservation and Recovery Act ("RCRA") — the federal law
regulating treatment, storage, and disposal of hazardous wastes.

Although the Final Rule is limited to those pharmaceuticals deemed hazardous wastes, it applies to an expansive
list of "healthcare facilities," which are defined as pharmacies, veterinary clinics, physicians' offices, optical and
dental providers, outpatient care centers, chiropractors, hospitals, surgical centers, nursing care facilities, medical
examiners, and coroners' offices. It also applies to "reverse distributors," which are entities such as forward
distributors and third-party logistics providers that help healthcare facilities calculate and receive credit from
pharmaceutical manufacturers when healthcare facilities have unused pharmaceuticals that are no longer
needed.
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Facilities that are not subject to the Final Rule include pharmaceutical manufacturers, production facilities, or
other types of generators of hazardous waste pharmaceuticals, including households, farmers, ranchers, and
fisheries.

Additionally, anyone who generates or manages certain discarded NRT will be affected by the amendment to the
RCRA listing for nicotine in the Final Rule, as discussed below.

KEY CHANGES FOR HEALTHCARE FACILITIES AND REVERSE DISTRIBUTORS

Historically, hazardous waste management at healthcare facilities has been very complex, because the waste is
typically generated at many points (e.g., patient rooms, nursing stations, emergency rooms) in relatively small
quantities and in a wide variety of forms. These circumstances make it very difficult to make waste determinations
and uniform decisions related to disposal. Moreover, these decisions are often made by healthcare facility
employees who are likely, and understandably, unfamiliar with complicated RCRA hazardous waste rules.

The Final Rule aims to address these concerns by providing greater flexibility in several areas, including that
healthcare facilities:

= will not become large quantity generators and, therefore, will not be subject to all of the associated large
quantity generator requirements under RCRA, when generating more than 1 kilogram of acute hazardous
waste pharmaceuticals in a month;

= will not have to comply with satellite accumulation area regulations;

= will be able to receive hazardous waste pharmaceuticals from an off-site healthcare facility that is a very
small quantity generator under RCRA without a permit or without having interim status, provided several
requirements are met;

= will not need to specify hazardous waste codes on manifests; and
® may accumulate hazardous waste pharmaceuticals on site without a RCRA permit for up to one year.

On the other hand, however, the Final Rule imposes some new restrictions and requirements on healthcare
facilities and reverse distributors, including certain notification, training, container, labeling, reporting, and
recordkeeping requirements. Moreover, healthcare facilities and reverse distributors will now be specifically
prohibited from disposing hazardous waste pharmaceuticals by putting them down a drain or toilet, a practice that
was previously a routine disposal method.

CLARIFICATION FOR REVERSE DISTRIBUTION

Another important component of the Final Rule relates to reverse distribution and reverse logistics, practices
frequently employed by healthcare facilities and retailers to manage unused and expired products, including
pharmaceuticals. When healthcare facilities or retailers collect unused pharmaceuticals, a reverse distributor
works with the pharmaceutical manufacturer to facilitate the provision of credit back to the healthcare facility or
retailer. If there is a legitimate use for the product, the manufacturer may receive credit; however, if there is no
use for the product, the reverse distributor is responsible for sending the waste pharmaceuticals for disposal. A
similar process is used for reverse logistics related to nonprescription pharmaceuticals and other unsold retail
items.
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One of the most confusing aspects of both reverse distribution and reverse logistics has been determination of the
point of waste generation. Therefore, the Final Rule:

= clarifies that because prescription pharmaceuticals moving through reverse distribution are almost
certainly destined for discard, the decision to discard has essentially been made at the healthcare facility.
These items are considered wastes at the healthcare facility level;

= codifies prior EPA interpretations stating that nonprescription pharmaceuticals sent through reverse
logistics are not considered solid wastes at the healthcare facility as long as there is a reasonable
expectation the products will be legitimately used/reused or reclaimed; and

= reaffirms a previous EPA policy stating that other unsold retail items sent through reverse logistics are not
solid wastes at the healthcare facility or retail store. This may include products such as pool chemicals,
certain cleaning products, some pesticides, paint thinner, and aerosol cans that, if discarded, would
otherwise meet the definition of hazardous waste. This policy is important for the retail sector as a whole,
because it is seemingly more widely applicable than prescription and nonprescription pharmaceuticals.

NICOTINE LISTING CHANGES

Changes to the regulation of nicotine-containing products ranging from smoking cessation patches to e-cigarettes
were another highly anticipated component of the Final Rule.

RCRA designates some waste hazardous if it results from specified manufacturing and industrial processes or
specific industries — referred to as "listed hazardous waste." One such listed waste, which is "P-listed," is
nicotine. A P-listed commercial chemical product (P075) is an acute hazardous waste when the commercial
chemical product is the sole active ingredient.

The current treatment of nicotine-containing products can be considered problematic in part because it is based
on what some commenters considered outdated science, and the nicotine-containing products developed over
the 40 years since nicotine was originally listed have raised new and different environmental concerns. For
example, when EPA originally listed nicotine in 1980, the only nicotine products being marketed were pesticides
containing up to 40% nicotine sulfate. By contrast, today's NRT products, such as nicotine patches, gums, and
lozenges, contain much lower concentrations. Moreover, these products have been approved by the U.S. Food
and Drug Administration ("FDA") to be sold to the public over the counter ("OTC"), suggesting they do not exist in
dosages that could be dangerous. Because nicotine has been considered the sole active ingredient in NRTs,
retailers and healthcare facilities that dispose of these products were subjected to the stringent RCRA waste
management and handling requirements.

FDA-approved OTC NRTs — Exempt

Based on the makeup of current OTC NRT products and the lack of significant risks associated with their low
concentrations of nicotine, EPA determined that FDA-approved OTC NRTs are not acutely toxic. Therefore, the
Final Rule exempts these products from regulation as a RCRA hazardous waste and from the P075 listing. As a
result, generators of OTC NRT wastes may discard them as solid wastes.

E-cigarettes, nicotine containing e-liquids, and prescription NRTs — Not Exempt
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In addition to NRT products, there has been considerable interest in regulation of e-cigarettes, nicotine containing
e-liquids, and NRTs requiring a prescription. Because the concentrations of nicotine in e-cigarettes and e-liquids
products are not currently limited by the FDA, and because prescription NRTs can contain nicotine at much higher
concentrations than OTC NRT, the Final Rule does not exempt these products from the P075 hazardous waste
listing. Therefore, EPA will continue to require that e-cigarettes, e-liquids, and prescription NRTs be managed as
hazardous waste pharmaceuticals under 40 C.F.R. part 266 subpart P when they are discarded.

CONCLUSION

The Final Rule is likely to impact many different industry sectors. For example, in the preamble, EPA discusses a
string of enforcement actions in recent years brought by states (especially California) against major retailers
alleging noncompliance with RCRA hazardous waste regulations in the context of reverse distribution and
disposal of NRT products. Indeed, many retailers have been forced to operate under larger RCRA generator
statuses, thereby incurring high waste disposal and management costs as a result of the regulatory regime. At the
very least, the Final Rule provides greater clarity and certainty as to how to manage hazardous waste
pharmaceuticals, which should be a welcome change in a highly complex area. Furthermore, there should be
various industries that should be able to take advantage of the more streamlined and flexible approaches afforded
under the Final Rule, especially for nonprescription pharmaceuticals and FDA-approved OTC NRTs. With that
said, affected entities will need to become familiar with the requirements that will be imposed by the Final Rule in
order to avoid potential enforcement action.

The Final Rule will be effective six months after it is published in the Federal Register. Although RCRA-authorized
states are required to adopt it, the Final Rule will not become effective in those states until they have finalized the
formal adoption process. Importantly, however, the ban on flushing hazardous waste pharmaceuticals will
automatically become effective in all states on the effective date of the Final Rule. In addition, because the
exemption from the P075 listing is less stringent than current federal regulations, authorized states may, but are
not required to, adopt this change to the P075 listing and can still choose to regulate NRTs as listed waste.
Therefore, it will be critical to monitor state-specific adoptions of the Rule.
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This publication/newsletter is for informational purposes and does not contain or convey legal advice. The
information herein should not be used or relied upon in regard to any particular facts or circumstances without first

consulting a lawyer. Any views expressed herein are those of the author(s) and not necessarily those of the law
firm's clients.
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