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Hazardous Waste Pharmaceuticals and Electronic Nicotine Delivery Systems - Guidance

Introduction

The United States Environmental Protection Agency (U.S. EPA) promulgated the hazardous
waste pharmaceuticals rule on February 22, 2019, to regulate the management of hazardous
waste pharmaceuticals (HWP), which includes electronic nicotine delivery systems (ENDS),
under the Resource Conservation Recovery Act (RCRA). As required under federal regulation,
Michigan adopted this rule on April 28, 2025. The rule became effective on May 5, 2025. As

of the effective date of the rule, HWP can no longer be managed as universal waste in
Michigan. The universal waste designation for pharmaceuticals was rescinded to meet the

federal rulemaking mandate.

Michigan’s new management standards for HWP and ENDS are found in Part 8 of the Part
111 hazardous waste rules, Rules 824 through 833 (the HWP and ENDS Rules).

Who is Subject?

The new HWP and ENDS Rules are both sector
specific and waste steam-specific, in that they only
apply to healthcare facilities, ENDS retailers, and
reverse distributors who generate and manage
HWP and ENDS. If the facility does not meet both
of the above criteria, the HWP and ENDS Rules do
not apply.

The HWP and ENDS Rules are mandatory for
healthcare facilities and ENDS retailers that
generate greater than the Very Small Quantity
Generator (VSQG) quantity thresholds found in Part
111. The HWP and ENDS Rules are optional for
sites generating total hazardous waste (HWP,
ENDS, and non-pharmaceutical hazardous waste
combined), each month of less than or equal to
VSQG quantities. Finally, the HWP and ENDS Rules
are also mandatory for reverse distributors that
evaluate potentially creditable pharmaceuticals for
manufacture credit. Applicability details are
discussed further in the Determining Applicability
and Generator Category section of this guidance.

All facilities that are required to, or VSQGs that elect to, manage their HWP or ENDS in accordance
with the HWP and ENDS Rules, regardless of the generator category, must meet all provisions of the
HWP and ENDS Rules. Additionally, because the rules are waste stream-specific, other hazardous

Pharmaceutical Wastes

Pharmaceutical wastes include but are not

limited to the following;:

e Dietary supplements

e Prescription drugs

e Over-the- counter drugs
e Homeopathic drugs

e Compounded drugs

e Investigational new drugs

e Pharmaceuticals remaining in non-

empty container
e Personal protective equipment

contaminated with pharmaceuticals

e Clean-up material from spills of
pharmaceuticals

Does not include dental amalgam or sharps.

wastes generated at these facilities would remain subject to the applicable hazardous waste
regulations found in Part 3 of the hazardous waste regulations. Therefore, it is important for
healthcare systems and ENDS retailers to develop a strategy to meet these regulations.
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Facilities that are not considered healthcare facilities, ENDS Retailers, or reverse distributors that
generate HWP and ENDS must manage their waste in accordance with the general Part 111
standards for the management of hazardous waste found under Rules 304, 306, and 307,
depending the facility’s hazardous waste generator category. See the Hazardous Waste Generator
Category and Summary Accumulation Requirements for more information on sites not operating
under the HWP and ENDS Rules.

Healthcare Facility

The definition of a healthcare facility encompasses a wide scope of facilities, including both online
platforms and physical locations. A healthcare facility means any person authorized to:

e Provide preventative, diagnostic, therapeutic, rehabilitative, maintenance or palliative care,
and counseling, service, assessment or procedure with respect to the physical or mental
condition, or functional status, of a human or animal or that affects the structure or function
of the human or animal body; OR

e Distribute, sell, or dispense pharmaceuticals, including over-the-counter pharmaceuticals,
dietary supplements, homeopathic drugs, or prescription pharmaceuticals.

Healthcare facilities include, but are not limited to:

e Hospitals e Pharmacies, including mail order

e Psychiatric hospitals e Retailers of pharmaceuticals

e Chemo infusion clinics e Physician, dental, and optical offices

e Qutpatient surgery centers e Hospice facilities

e Health clinics e Nursing facilities

e Long-term care facilities e Skilled nursing facilities

e Ambulance Services e Nursing and skilled nursing care portions of

e Veterinary clinics and hospitals continuing care retirement communities

Generally, healthcare facilities as defined in the rules do not include the following:

e Group homes

e Independent living communities

e Assisted living facilities

e Intermediate care facilities

e Independent and assisted living portions of continuing care and retirement communities

Other facilities that generate pharmaceutical waste but would not typically meet the definition of a
healthcare facility, such as coroners or medical examiners, are a healthcare facility subject to the
HWP and ENDS Rules if generating total hazardous waste at SQG or LQG levels or VSQGs opting in if
they are co-located within a healthcare facility (including hospitals, medical or surgical centers). The
applicability determination must consider total hazardous waste generated by all co-located facilities.
If the coroners or medical examiners are not co-located within a healthcare facility, they are not
subject to these HWP and ENDS Rules.
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Additionally, an adult care living facility would only be considered a healthcare facility if they manage
and administer pharmaceuticals for their resident(s) or provide on-site nursing services. Adult care
facilities or a part thereof, where residents purchase, store, and take their own medications with
limited assistance and within their homes are considered household medications subject to the solid
waste regulations. Although household medications are not subject to Michigan’s prohibition on
sewering HWP and ENDS or Michigan’s hazardous waste and liquid industrial by-products (LIB)
regulations, personal medications should not be flushed down any drain or sink for disposal.
Residents with unwanted household medications are encouraged to participate in a household drug
takeback program that diverts the medications for landfill disposal to being destroyed via
incineration.

Reverse Distributors

Reverse distributors are businesses that receive unwanted, unusable, or outdated pharmaceuticals
from healthcare facilities. This is not the same as a reverse logistics operator, who manages non-
prescription pharmaceuticals and other retail products for sale. Reverse distributors receive and
accumulate prescription pharmaceuticals that are potentially creditable hazardous waste for the
purpose of facilitating or verifying manufacturer credit. This includes forward distributors, third-party
logistics providers, and pharmaceutical manufacturers that process prescription pharmaceuticals for
the facilitation or verification of manufacturer credit.

Typically, facilities receiving hazardous waste are required to obtain a hazardous waste treatment,
storage, or disposal (TSD) license prior to accepting hazardous waste. However, if a reverse
distributor notifies EGLE of its activity and the conditions of the HWP and ENDS Rules are met, the
reverse distributor is authorized to receive potentially creditable HWP from off-site sources without a
license. This guidance does not discuss the requirements for reverse distributors managing HWP.
For details on those requirements, please see Part 111, Rules 824 through 833. The primary
requirements for reverse distributors are found under Rules 831 through 833.

ENDS Retailers

The federal definition of a healthcare facility includes
retailers of pharmaceuticals, and pharmaceuticals
includes some nicotine products. Those nicotine Electronic devices used to aerosolize and
products include nicotine packaged for retail sale in deliver nicotine to the person inhaling from the
an ENDS. Rather than define facilities that distribute  device. ENDS are often called e-cigarettes,
or sell ENDS as healthcare facilities, the HWP and vaping devices, or vape pens.

ENDS Rules instead carve these entities out
separately as ENDS retailers. ENDS retailers are

Electronic Nicotine Delivery System (ENDS)

These devices use liquid nicotine. The liquid

subject to the HWP and ENDS Rules if they are an igEine 5 efiten eallee E-leiE) or e-Juee.
LQG, SQG, or VSQG opting into managing their ENDS Liquid nicotine is generally sold in containers
in accordance with the HWP and ENDS Rules. called cartridges, vials, and pods.
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Pharmaceuticals and ENDS that are not Subject

There are several situations in which pharmaceuticals and ENDS are not subject to the HWP and
ENDS Rules. Specifically, the rules do not apply in the following situations, except as specified:

e Pharmaceutical and ENDS that are legitimately used/reused or reclaimed. These are not
considered a waste and therefore cannot be a hazardous waste. This is not to be confused with
sending potentially creditable HWP to a reverse distributor for credit. Most pharmaceuticals sent
to be evaluated by a reverse distributor are ultimately destroyed, and therefore the point of
generation is considered the time when the healthcare facility decides to discard them and
accumulate to send to a reverse distributor. This situation is uncommon, but would include, as
an example, lawful donation where a pharmaceutical will be used for its intended purpose,
through a donation program authorized by the state.

e Non-prescription pharmaceuticals and ENDS that have a reasonable expectation of being
used/reused or reclaimed. The rules make a distinction between prescription and non-
prescription pharmaceuticals and ENDS. Typically, non-prescription pharmaceuticals and ENDS
are managed like other unsold retail items and may be sent to other stores or facilities for sale.
These are managed through reverse logistics and are not considered a waste and therefore
cannot be a hazardous waste.

e Pharmaceuticals and ENDS being managed in accordance with a recall strategy that has been
approved by the United States Food and Drug Administration (U.S. FDA). The rules do apply to
the management of the recalled HWP and ENDS after the U.S. FDA approves the destruction of
the recalled items.

e Pharmaceuticals and ENDS managed in accordance with a recall corrective action plan that has
been accepted by the Consumer Product Safety Commission. The rules do apply to the
management of the recalled HWP and ENDS after the Consumer Product Safety Commission
approves the destruction of the recalled items.

e Pharmaceuticals and ENDS stored according to a preservation order, or during an investigation
or judicial proceeding. The rules do apply after the preservation order, investigation, or judicial
proceeding has concluded or a decision is made to discard the pharmaceuticals and ENDS.

e Investigational new drugs for which an investigational new drug application is in effect in
accordance with the U.S. FDA’s regulations. The rules do apply to the management of the
investigational new drug after the decision is made to discard the drug or the U.S. FDA approves
the destruction of the drug.

e Investigational new drugs for which an investigational new drug application is in effect in
accordance with the U.S. FDA’s regulations. The rules do apply to the management of the
investigational new drug after the decision is made to discard the drug or the U.S. FDA approves
the destruction of the drug. Unwanted household medications and ENDS generated by a person
in their home. These items may be collected through a takeback program that diverts them from
landfill disposal to incineration. Incineration options for destroying household pharmaceuticals
and ENDS include large or small municipal solid waste combustors; hospital, medical and
infectious waste incinerators; commercial and industrial solid waste incinerators; or hazardous
waste incinerators with federally enforceable air permits. Any collection of controlled substances
must be registered with the U.S. Drug Enforcement Administration. The collection itself must be
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managed to meet the solid waste requirements found in Part 115, Section 11521b. If HWP
and/or ENDS from healthcare facilities or ENDS retailers are mixed with collected take back
materials, the mixture is subject to the hazardous waste regulations and must be disposed of at

a licensed hazardous waste incinerator.

Hazardous Waste Determination

Under Michigan’s hazardous waste and liquid
industrial by-products regulations, all non-
households generating waste must characterize
their waste following prescriptive steps codified
in the regulations. Making hazardous waste
determinations for pharmaceuticals and ENDS
is the same as making hazardous waste
determinations for other waste streams. For
pharmaceutical characterization, each drug at
each dose must be characterized to determine
how it must be handled. Once evaluated, a
record of the waste determination must be
created, maintained for at least three years
from the last time the waste was shipped for
disposal, and made available to EGLE staff
upon request.

Hazardous waste can be classified as either
acute or non-acute hazardous waste.
Pharmaceuticals and ENDS that are acutely
toxic hazardous waste when discarded are
specifically listed in the hazardous waste
regulations. They carry a hazardous waste
number that is used for tracking their cradle to
grave disposal. All acutely toxic hazardous
waste codes begin with a “P” and are found in
Table 205a of the hazardous waste regulations.

Wastes that are non-acute hazardous waste
can be characteristic or listed hazardous
waste. A waste is a characteristic non-acute
HWP or ENDS if it exhibits a characteristic that
makes it hazardous. Specifically, if it is found to
be ignitable (DO01), corrosive (DO02), reactive
(DO03), or toxic (DO04-D043). Listed non-
acute HWP include pharmaceuticals which have
a sole active ingredient that is unused when
discarded and the chemical is found on lists in
the hazardous waste regulations, Tables 205b

Do | always have to characterize each drug
at each dose for disposal?

Yes, unless specific management methods are
in place to provide for safe disposal. Waste
characterization determinations and records
detailing those determinations are required under
the hazardous waste and liquid industrial by-
products regulations for each waste stream.
Healthcare facilities that elect to commingle all of
their non-hazardous waste pharmaceuticals with
their HWP and manage the mixture under the HWP
and ENDS Rule, do not need to do maintain a
characterization record for each drug at each
dose. This is only necessary if the waste is being
segregated to allow the healthcare facility to
dispose of non-HWP at a location other than a
licensed hazardous waste treatment, storage, and
disposal facility (TSDF).

Segregation allows the healthcare facility to
disposed of their non-hazardous pharmaceuticals
at a large or small municipal solid waste
combustor; a hospital, medical and infectious
waste incinerator; or a commercial and industrial
solid waste incinerator with a federally
enforceable air permit authorizing the incineration
of non-hazardous pharmaceutical waste. When
commingling, all pharmaceuticals and sending
them for incineration at a licensed hazardous
waste TSDF, the mixture is being managed to
meet the highest regulatory standard. Therefore,
the additional characterization records for every
formulation are not necessary. Consideration still
needs to be made for segregating materials that
are incompatible, not suitable for combustion, or
have additional U.S.DOT requirements to ensure
compliance with all applicable regulations.
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or 205c. Federally listed non-acute hazardous waste pharmaceuticals carry a hazardous waste code
that begins with a “U” while state listed hazardous waste pharmaceuticals have a waste code that
end with a “U.”

If a waste is a liquid or contain free liquids but is not a hazardous waste or it meets the definition of a
hazardous waste but is managed to meet an exclusion from hazardous waste regulation, it is
generally subject to Michigan’s LIB regulations. There are no codes for LIB.

Some wastes are a solid waste under the environmental regulations. Unwanted pharmaceuticals
are subject to solid waste regulation if they are not listed, do not exhibit a characteristic that makes
them hazardous, and they do not contain free liquids at standard atmospheric pressure and
temperatures. Wastes that meet the definition of a hazardous waste, are solid, and meet an
exemption from the hazardous waste regulations may also be managed as a solid waste if a special
waste approval is granted by the receiving disposal facility. There are no codes for non-hazardous
solid waste.

For more information on characterizing pharmaceutical waste, see the Handling Pharmaceuticals
and their Containers guidance. For more general guidance on waste characterization, see the Waste
Webinar Series, Waste Characterization and Generator Category recorded webinar and our Michigan
Guide to Environmental Regulations, Chapter 2.

Determining Applicability

When evaluating the facility’s applicability with the HWP and ENDS Rules, healthcare facilities and
ENDS retailers must count all the hazardous waste generated across the entire site in a calendar
month, including HWP, ENDS, and all other non-pharmaceutical hazardous waste generated.

Generators should not count hazardous waste managed under the universal waste requirements,
used oil that is being recycled, or other non-hazardous LIB. For more information about managing
those materials, see the Universal Waste, Used Qil, and Liquid Industrial By-Products Generator
guidance documents or view the relevant recorded webinars in the Waste Webinar Series.

Generators who generate acute or severely Monthly generation of TOTAL
toxic hazardous waste and nonacute Category
hazardous waste in the same calendar
month must determine the generator LQG 21,000 kg (2,200 Ibs) and/or

, > 1 kg (2.2 Ibs) acute
category by counting separately the total
amount of acute hazardous waste, severely
toxic hazardous waste, and nonacute
hazardous waste generated in the calendar
month. See the Waste Characterization
and Generator Category guidance and/or
Waste Characterization and Generator
Category recorded webinar for additional
details.

> 100 kg - < 1,000 kg
(220 lbs - 2,200 Ibs) and/or
<1 kg (2.2 Ibs) acute

<100 kg (220 Ibs) and/or
<1 kg (2.2 Ibs) acute
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Hazardous waste that is managed as part of an episodic event in compliance with Part 111 is also
not counted when determining generator category. Details on episodic events and how to maintain
your generator category during an episodic event can be found in the VSQG and SQG guidance.

If your facility generates total hazardous waste in quantities greater than the VSQG threshold, the
facility is required to manage HWP and ENDS in accordance with the HWP and ENDS Rules. If your
facility generates total hazardous waste in quantities less than or equal to the VSQG threshold, HWP
and ENDS may be managed either in accordance with these rules or in accordance with the Part 111
VSQG requirements. A flow chart to aid in determining applicability with these rules is provided on
the following page.

Facilities that are subject to the HWP and ENDS Rules,
as well as VSQGs opting into the rules, must submit a
one-time notification to EGLE of these activities. The
facility must retain a copy of the notification on file for
completing and submitting an EQP. as long as the facility is subject to the HWP and ENDS
5150 Site Identification (ID) form. If the g, je5. The facility must also send notification when
facility does not have a Site ID Number 1oy elect to withdraw from the HWP and ENDS Rules

Notification

Facilities subject to the HWP and ENDS
Rules or VSQGs opting in must notify by

(sometimes called an EPA ID Number), when they are no longer subject. The facility must
there is a $50 application fee. EGLE will  yetain a copy of the withdrawal notification for three
process the form and issue a unique years. Healthcare facilities and ENDS retailers

Site ID Number for tracking the submitting notification or withdrawal notification do not
hazardous waste shipments. need to report the waste codes for HWP or ENDS in

Section 13 of the EQP-5150 form.

Long-term care facilities are licensed entities that provide assistance to individuals at the facility with
activities of daily living, including managing and administering pharmaceuticals. These facilities are
required to determine their generator category with respect to determining applicability with these
rules; however, long-term healthcare facilities with fewer than 20 beds are presumed to be VSQGs.
These are discussed further under Long-Term Care Facilities.

Keep in mind that the above evaluation is only to determine applicability to the HWP and ENDS
Rules and not for determining your hazardous waste generator category. HWP and ENDS managed
in accordance with the HWP and ENDS Rules are not included when determining your hazardous
waste generator category for non-pharmaceutical hazardous waste. While a healthcare facility may
be an SQG or LQG when counting all hazardous waste for applicability under the HWP and ENDS
Rules, the facility may be a lower hazardous waste generator category when counting only non-
pharmaceutical hazardous waste. Therefore, the facility must recalculate their total non-
pharmaceutical hazardous waste, excluding the weight of any HWP and ENDS, to determine their
hazardous waste generator category. The facility must manage their non-pharmaceutical hazardous
waste in accordance with the requirements for their hazardous waste generator category. For
additional information on hazardous waste generator category and an overview of the handling
requirements for non-pharmaceutical hazardous waste, see the Hazardous Waste Generator
Category and Summary Accumulation Requirements guidance.
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https://www.michigan.gov/-/media/Project/Websites/egle/Documents/Forms/MMD/Hazardous-Waste/EQP5150-Site-Identification-Form.pdf
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Subject to Rule 304 (VSQG HW
Generator)

Subject to Rule 306 (SQG HW
Generator)

Subject to Rule 307 (LQG HW
Generator)

Subject to Rule 307 (LQG HW
Generator) and
HWP and ENDS Rules

Subject to Rule 306 (SQG HW
Generator) and
HWP and ENDS Rules

Subject to Rule 304 (VSQG HW
Generator) and
HWP and ENDS Rules

Yes
HWP/ENDS Below any SQG threshold? >
Is the facility a Reverse Yes Subject to HWP and ENDS
istri » Rules No
Distributor? o .
- Notification Required Above any SQG threshold Yes
No and below LQG threshold? >
y
. T No
Is the facility a healthcare No Count ALL Yes
facility or ENDS retailer? HW, including Above any LQG threshold? -
HWP/ENDS
Yes
Y
Count ALL Non-Pharms/ENDS HW
Subtract . Yes
HWP/ENDS and HWP/ENDS is above any LQG >
non-Pharms/ENDS HW ‘r threshold?
( No
Y /
Non-Pharms/ENDS HW
Above any VSQG
threshold? Yes HWP/ENDS is above SQG threshold | Yes _
: \ Subject to HWP and ENDS and >
Rules below LQG threshold?
No - Notification Required
J, No
VSQG total HW Non-Pharms/ENDS HW Yes
QGtota is below all VSQG B
l thresholds?
One of 3 options
v v .
Rule 304 for Rule 304 for all HW with Opt into HWP and ENDS Rules
all HW optional provisions in Rule 827 - Notification Required

for HW Pharms/ENDS

* Hazardous Waste Pharmaceuticals (HWP)

* Electronic Nicotine Delivery Systems (ENDS)
* Sewer ban and empty container standards for HWP/ENDS apply to all generators
*  HWP and ENDS Rules are found in Part 111, Rules 824 through 833
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Types of Hazardous Waste Pharmaceuticals and ENDS

The rules break down the HWP generated by healthcare facilities into two types: potentially
creditable HWP and non-creditable HWP. The ENDS generated by ENDS retailers are always
considered non-creditable hazardous waste.

When a potentially creditable HWP has been evaluated by a reverse distributor and will not be
sent to another reverse distributor for evaluation or verification of manufacturer credit, it is
referred to as an evaluated HWP. Evaluated HWP are not discussed in this guide.

Potentially Creditable Hazardous Waste Pharmaceutical

Potentially creditable HWP are prescription HWP that have a reasonable expectation to receive
credit AND are:

¢ inthe original manufacturer’s packaging (except when it is subject to a recall) AND
e undispensed AND

e unexpired or less than one year past the expiration date.

Potentially creditable HWP do not include non-prescription pharmaceuticals, such as over the
counter drugs, homeopathic drugs, and dietary supplements. Potentially creditable HWP are
sent to a reverse distributer to be evaluated for manufacturer credit.

Non-Creditable Hazardous Waste

Non-creditable hazardous waste applies to both HWP and ENDS that do not have a reasonable
expectation to be legitimately used, reused, or reclaimed.

Examples of non-creditable hazardous waste include HWP and ENDS remaining in containers that do
not meet the empty container standards, dispensed pharmaceuticals that cannot be administered to
a patient nor returned to inventory, pharmaceuticals that were stored improperly and therefore
cannot be administered to a patient, pharmaceuticals that are over one year from their expiration
date and ineligible for reverse distribution, investigational drugs, free sample pharmaceuticals,
contaminated personal protective equipment, and spilled pharmaceuticals and ENDS and the spill
cleanup materials.

Managing Pharmaceutical and ENDS Waste

When managing HWP or ENDS under the HWP and ENDS Rules, the requirements are not
dependent on the generator’s category. Rather, they are managed depending on whether the
hazardous waste is potentially creditable or non-creditable. Note that all healthcare facilities
and ENDS retailers, regardless of category, are subject to the prohibition on sewering and the
empty container standards.

The following table provides a summary of the management requirements that apply to
potentially creditable HWP and non-creditable HWP and ENDS:
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Potentially Creditable
Requirement Hazardous Waste
Pharmaceuticals

Non-Creditable Hazardous Waste
Pharmaceuticals and ENDS

Must be in containers that are:

e In good condition
e Compatible with the waste contained
e Closed

e Controlled to prevent unauthorized
access

Containers labeled with the following;:

e The words “Hazardous Waste
Pharmaceuticals” or “Hazardous Waste
None (Best management Pharmaceuticals - Electronic Nicotine
practices recommended) Delivery Systems”

Accumulation

¢ All applicable waste codes?

Ignitable/reactive or incompatible wastes
may be commingled in the same container.
Precautions must be taken to ensure the
container remains intact and there are no
releases or fires.

If prohibited from being combusted, wastes
may be placed in separate containers
labeled with all applicable waste codes.
May be commingled if no compatibility
issues.®

1.This requirement is more stringent that the current federal requirements. EGLE anticipates submitting a rule correction
in the future to remove the Part 111 requirement to label all containers with all applicable waste codes in order to align
with Subpart P, §266.502(d)(4). This section requires non-creditable HWP unsuitable for incineration to be segregated
from those containing other non-creditable HWP. Only containers collecting pharmaceuticals unsuitable for incineration
must be labeled with all applicable hazardous waste codes under the federal regulation.
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Requirement

Accumulation
time limits

Where to
send waste?

Hazardous
waste
determination

Shipping
documents

Land disposal
restrictions
(LDR)

Potentially Creditable
Hazardous Waste
Pharmaceuticals

None (Best management
practices recommended)

Reverse distributor

Not required if managing all
potentially creditable HWP and
potentially creditable non-
hazardous waste pharmaceuticals
together.

Required if managing separate;
then must make a hazardous
waste determination and
maintain records for 3 years.

May use any shipping document,
such as a bill of lading, and meet
U.S. DOT regulations.

Must receive confirmation of
receipt.

Maintain records for 3 years.

None
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Non-Creditable Hazardous Waste
Pharmaceuticals and ENDS

One year

Must demonstrate by:
e Marking the container with date it
became a waste or

e Maintaining an inventory that identifies
when it became a waste or

e Placing in designated area identifying
the earliest date it became waste

Permitted Hazardous Waste Treatment,
Storage, Disposal Facility (TSDF)

Not required if managing all non-creditable
HWP or ENDS and non-creditable non-
hazardous waste pharmaceuticals or
ENDS together.

Required if managing separate; then must
make a hazardous waste determination for
each drug at each dose or ENDS and
maintain records for 3 years from last
shipment for disposal.

Must be shipped on a Uniform Hazardous
Waste Manifest and meet U.S. DOT
hazardous materials regulations.

Use the waste code PHARMS or PHRM.

For wastes that are prohibited from being
combusted, include specific waste codes.

Must receive confirmation of receipt.
Facilities that do not receive a completed
copy of the Uniform Hazardous Waste
Manifest in 60 days must file/maintain
exception report.

Maintain records for 3 years.

Subject to LDR restrictions, except no
requirement to identify the hazardous
waste codes on the LDR forms.

Maintain records for 3 years.


https://www.michigan.gov/-/media/Project/Websites/egle/Documents/Programs/MMD/Waste-Characterization-Record-Example-and-Guidance.pdf
https://www.michigan.gov/-/media/Project/Websites/egle/Documents/Programs/MMD/Waste-Characterization-Record-Example-and-Guidance.pdf
https://www.michigan.gov/egle/-/media/Project/Websites/egle/Documents/Programs/MMD/Transporter/Example-Bill-of-Lading-Waste.docx
https://www.michigan.gov/egle/about/organization/materials-management/hazardous-waste/liquid-industrial-byproducts/manifest-information
https://www.michigan.gov/egle/about/organization/materials-management/hazardous-waste/liquid-industrial-byproducts/manifest-information
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Potentially Creditable
Requirement Hazardous Waste

Non-Creditable Hazardous Waste

i Pharmaceuticals and ENDS
Pharmaceuticals

One time training; ensure personnel
managing are thoroughly familiar with
Employee None proper waste handling and emergency
training procedures relevant to their

responsibilities.
Maintain records for 3 years.

Lab packs that will be incinerated in
compliance with Treatment Standards for
Hazardous Wastes (§268.42(c)) are not
Lab packs Not applicable required to be marked with hazardous
waste numbers, except D004, DOO5,
D006, D007, D008, D010, and D011,
where applicable.

* HWP not suitable for combustion/incineration includes characteristic metal wastes (i.e., DO04-D043) because of the
dilution prohibition, and listed U151 (mercury), U205 (selenium sulfide), and PO12 (arsenic trioxide), unless they contain
greater than 1% total organic carbon.

While there are no specific requirements for how to accumulate or how long you can accumulate
potentially creditable hazardous waste pharmaceuticals, a best management practice would be
to manage them as a commodity to ensure they maintain the requirements for being managed
under this provision. For example, to meet the criteria for potentially creditable, the hazardous
waste pharmaceutical must be either unexpired or less than one year past the expiration date.
Therefore, it is recommended that they are regularly shipped to avoid being out of compliance
with this requirement.

Additional situations requiring specific management of the HWP and ENDS include:

e Healthcare facilities and ENDS retailers must immediately clean up spills. The spilled
materials, as well as spill cleanup materials, must be managed as non-creditable hazardous
waste.

e |[f the healthcare facility or ENDS retailer receives the non-creditable HWP or ENDS
shipment back from the TSDF as a rejected load, they may accumulate the returned load
on-site for an additional 90 days.

e For LQGs of non-pharmaceutical hazardous waste, the non-creditable HWP and ENDS do
not need to be included in the biennial report if they are managed in accordance with the
HWP and ENDS Rules.
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VSQG Requirements

A healthcare facility or ENDS retailer that is a VSQG Note that all VSQG healthcare
when counting all of its hazardous waste has the option facilities and ENDS retailers,
of managing its HWP and ENDS in one of three ways: regardless of how they elect to

manage their hazardous waste
pharmaceuticals and ENDS, are
subject to the prohibition on
sewering and the empty container
standards.

1. In accordance with the conditions for exemption
for very small quantity generators instead of the
provisions of the HWP and ENDS Rules. The
VSQG facility is not required to notify EGLE of
their hazardous waste generating activities.

2. In accordance with the conditions for exemption for very small quantity generators with
the following optional provisions for managing HWP and ENDS in Part 111, Rule 827:

a. Sending potentially creditable HWP to a reverse distributor.
b. Sending non-creditable HWP and ENDS to another facility providing that

i. The receiving facility is a healthcare facility or ENDS Retailer that
manages HWP and ENDS in compliance with the requirements of the
HWP and ENDS Rule, is under the control of the same person as the
VSQG or has a contractual or documented business relationship with the
VSQG, and maintains records of HWP and ENDS shipments it receives
for three years from the date the shipment was received. The receiving
facility can receive both potentially creditable and non-creditable HWP or
ENDS.

ii. The receiving facility is an LQG that is under the control of the same
person as the VSQG, notifies EGLE of the LQG consolidation activities at
least 30 days before receiving the first shipment from the VSQG(s) using
the EQP 5150 Site ID form, and maintains records of HWP and ENDS
shipments it receives for three years from the date the shipment was
received. The requirements for the VSQG are outlined in the Very Small
Quantity Generator Guidance under the section Controlling LQG
Consolidation of VSQG Waste.

For the above, “control” means the company has the power to direct the policies of the
generator, whether by the ownership of stock, voting rights, or otherwise. Contractors
who operate generator facilities on behalf of a different person are not considered to
"control" the generators.

The VSQG facility is not required to notify EGLE of their hazardous waste generating
activities.
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https://www.michigan.gov/egle/-/media/Project/Websites/egle/Documents/Programs/MMD/Hazardous-Waste/VSQG-Guidance.pdf
https://www.michigan.gov/egle/-/media/Project/Websites/egle/Documents/Programs/MMD/Hazardous-Waste/VSQG-Guidance.pdf?rev=8d2ed59677e549a1ba9957b15291a7e9&hash=5BA0943FC73EA4244BCAFB86452191A0
https://www.michigan.gov/-/media/Project/Websites/egle/Documents/Forms/MMD/Hazardous-Waste/EQP5150-Site-Identification-Form.pdf
https://www.michigan.gov/egle/-/media/Project/Websites/egle/Documents/Programs/MMD/Hazardous-Waste/VSQG-Guidance.pdf
https://www.michigan.gov/egle/-/media/Project/Websites/egle/Documents/Programs/MMD/Hazardous-Waste/VSQG-Guidance.pdf
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3. In accordance with the HWP and ENDS Rules, if the facility opts into these rules, it may
not utilize the optional provisions in Part 111, Rule 827 described above in Option 2. The
facility is required to notify EGLE that it is opting into the HWP and ENDS Rules. Facilities
can notify by completing and submitting the EQP 5150 Site ID form.

Note that for all of the above options, the facility must track its monthly hazardous waste
generation to verify that it is a VSQG for the purposes of determining applicability with these
rules.

Long-Term Care Facilities

Long-term care facilities are required to determine their generator category. Those with fewer
than 20 beds are presumed to be VSQGs. VSQG long-term care facilities that maintain a
registered United States Drug Enforcement Administration (U.S. DEA) on-site drug collection
container, may dispose of their waste pharmaceuticals, both hazardous and non-hazardous, in
those containers if the containers and contents are collected, stored, transported, destroyed,
and disposed of in accordance with U.S. DEA requirements. Contaminated personal protective
equipment or clean-up materials may not be disposed of in this manner. These facilities are
subject to the prohibition on sewering, empty container standards, and the optional provisions
for managing HWP for VSQGs discussed in the previous section.

Additional Provisions

All healthcare facilities and ENDS retailers, including VSQGs regardless of whether they elect to
manage pharmaceuticals in accordance with these rules, and reverse distributors are subject to
the prohibition on sewering and ENDS, and the empty container standards for HWP and ENDS.

Prohibition on Sewering

Flushing leftover medication as a means of disposal was a common practice for managing these
types of wastes. Sewered pharmaceuticals discharge to publicly owned treatment works
(POTWSs), which are designed to remove conventional pollutants, not pharmaceuticals. As a
result, sewered pharmaceuticals often pass through the POTW into waterways, which are known
to have negative impacts on aquatic ecosystems. As such, the HWP and ENDS Rules prohibit
the sewering of HWP and ENDS, including U.S. DEA controlled substances.

While not stated in these rules, other state and/or federal rules prohibit the discharge of
hazardous waste, which includes pharmaceuticals and ENDS, to septic systems, privately owned
treatment works, and federally owned treatment works.

This prohibition is specific to HWP and ENDS; however, Michigan’s Part 121 regulations prohibit
discharge of LIB to the soil, surface water or groundwater, a drain or sewer, or discharged in
violation of the Part 55 air pollution regulations. Non-hazardous liquid pharmaceutical and
ENDS waste may be considered LIB and would be subject to this rule. The discharge of LIB
would be prohibited without authorization to discharge from the appropriate authority. In
general, EGLE also discourages the sewering of non-hazardous pharmaceuticals, including non-
prescription pharmaceuticals, and ENDS from all entities, including households.
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Empty Container Standards

Prior to adoption of these rules, containers of acute hazardous waste, which includes many
pharmaceuticals and the nicotine in ENDS, could not be disposed of as “RCRA empty” unless
they were emptied and triple rinsed. The HWP and ENDS Rules allow generators to manage
empty containers, both acute and non-acute HWP and ENDS, as “RCRA empty” without triple
rinsing, so long as the container is emptied through normal use. The standards for considering
a container “RCRA empty” are based primarily on container type. If the hazardous waste
pharmaceutical or ENDS container meets the standard, the container and its residues are not
regulated as hazardous waste. Conversely, if the container cannot meet the standard, the
container and its contents must be managed as non-creditable HWP. The following table
summarizes the container types and the requirements to meet the empty container standards.

Non-acute hazardous waste Acute hazardous waste
pharmaceuticals and ENDS pharmaceuticals and ENDS

Container type

Stock bottle, dispensing

bottle, vial, or ampule less

than 1 liter or 10,000 pills Remove contents through

(U110 [ ET =Moo T TN (o[ GI commonly employed practices.
cup, wrapper, blister pack,

delivery device)

Fully depress plunger. Fully depress plunger.
Intravenous bags Fully administer contents* Fully administer contents.

(0L T e R e[ -a Emptying by normal practices* No standard: must manage

but not limited to inhaler, For compressed gas, container 55 non-creditable hazardous

nebulizer, aerosol can, tube approaches atmosphenc waste.
of ointment/gel/cream) pressure

Remove contents through
commonly employed
practices.

Pour out contents. Contents
Not applicable must be managed as
hazardous waste.
* You must first empty the container by commonly employed practices, then, if residue remains, it must meet one
of the following conditions:
e Less than 1 inch residue or
e Less than 3% by volume weight if the total capacity of the container is less than 119 gallons or
e Less than 0.3% by volume weight if the total capacity of the container is greater than 119 gallons.

Nicotine e-liquid vial
packaged for resale, <1 liter

If a pharmaceutical container meets the empty container provisions described above, the
environmental regulations allow for it to be managed as a solid waste and put in the regular trash.
However, the receiving disposal facility may require special waste approval for containers
considered empty under the hazardous waste regulations if they held acute HWP or hazardous
waste like pharmaceuticals. These containers may also have additional handling requirements
to meet patient and worker protection standards, and/or healthcare facility accreditation
requirements.
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With the exception of the nicotine vials described in the table above, ENDS, including the
attached or attachable cartridges, pods, or tanks, that are unused, partially used, or fully used
must be managed as non-creditable hazardous waste.

For wastes that are not fully used or administered, the emptied contents must be managed as
HWP or ENDS and may not be sewered. The advantage of these new standards is that they
eliminate the need to triple rinse containers in order to be considered empty.

Exemptions

The U.S. DEA regulates certain drugs and pharmaceuticals as “controlled substances”, which
are categorized by the U.S. DEA as “schedules”. Controlled substances can also be hazardous
waste pharmaceuticals, which previously lead to a regulatory overlap. In order to eliminate
duplicative regulations, this exemption allows generators to manage their hazardous waste
pharmaceuticals that are also controlled substances in accordance with U.S. DEA regulations.

The U.S. EPA published a list of hazardous waste pharmaceuticals that are both a RCRA
hazardous waste and a DEA controlled substance. This list should not be considered exhaustive
or all inclusive, and your facility should evaluate to determine if additional pharmaceuticals are
both a RCRA hazardous waste and a U.S. DEA controlled substance. Some examples include
the following;:

e Chloral/Chloral hydrate e Valium injectables or gels

e Fentanyl sublingual sprays e Paraldehyde (not commonly used)

e Phenobarbital e Paregoric (not commonly used)

e Testosterone gels or solutions e Opium tinctures (not commonly used)

The exemption includes both hazardous waste pharmaceuticals that are listed on a U.S. DEA
schedule and household waste pharmaceuticals collected as part of a take back event. The
exemption is valid provided the pharmaceuticals are not sewered, are managed in accordance
with the U.S. DEA regulations, and are destroyed to meet DEA non-retrievable standards, which
currently only includes combustion at a large or small municipal solid waste combustor; a hospital,
medical and infectious waste incinerator; or a commercial and industrial solid waste incinerator with
a federally enforceable air permit authorizing pharmaceutical disposal or a licensed hazardous waste
incinerator.

Collectors for household-controlled substances must be registered with the U.S. DEA and meet
the above requirements for exemption. A facility that is subject to the HWP and ENDS Rules can
be a U.S. DEA registered collector for a household-controlled substances, but they cannot
manage their own controlled substances that are HWP under this exemption. For example, a
pharmacy can use a DEA authorized collection receptacle to collect pharmaceutical waste from
households but cannot dispose of its own HWP in this receptable. Note this does not apply to
VSQG long-term care facilities (see Long-Term Care Facilities).
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Nicotine

Nicotine is considered toxic under the federal regulations and continues to be listed as an acute
hazardous waste with the waste code PO75. However, when this determination was made, it
did not evaluate the low concentrations of nicotine contained in certain over-the-counter
smoking cessation products, or nicotine replacement therapies (NRTs). These products,
approved by the U.S. FDA, include nicotine patches, gums, and lozenges, are now exempt from
the PO75 listing. This only applies to non-prescription or over-the-counter NRTs. Prescription
NRTs and ENDS (including e-cigarettes/e-liquids) are still considered acutely toxic and carry the
PO75 waste code.

Additional Resources
To learn more, consider reviewing the following;:

e EGLE’s Drug Disposal Website found at Michigan.gov/EGLEDrugDisposal.

e Part 111 hazardous waste rules found at Michigan.gov/HazardousWaste.

Search online to find disposal options. You may also refer to this list of vendors that assist with
HWP disposal or contact your local household hazardous waste coordinator.available at
Michigan.gov/EGLEHHW. You may also contact EGLE’s Environmental Assistance Center at 800-
662-9278 or EGLE- Assist@Michigan.gov and ask for hazardous waste program staff in your
county or find your local contact on the Program Staff Maps found at Michigan.gov/MMD.

EGLE makes the following resources available for residents for their personal disposal of
medications. Healthcare providers are encouraged to share these resources with their customers to
assist with proper and safe disposal:

e EGLE Interactive Household Drug Take Back Map

e EGLE Household Drug Take Back Map Tutorial

e EGLE Drug Disposal Video

e Save a Life - Dispose of Drug Safely Card (print ready)

e Save a Life - Dispose of Drugs Safely Card (web)

e Salve una Vida - Deseche los Farmacos de Forma Segura (Save a Life Card in Spanish)

o didl a8 4 0Vl (alia 3L 38 (Save a Life Card in Arabic)

e Drug Take Back Map Ad (image for web or print)

Drug Take Back Map Flyer (print ready)
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https://www.michigan.gov/egle/about/organization/materials-management/hazardous-waste/drug-disposal
http://www.michigan.gov/EGLEDrugDisposal
https://www.michigan.gov/egle/-/media/Project/Websites/egle/Documents/Regulatory-Assistance/Laws-Rules/MMD/Part111Rules.pdf
http://www.michigan.gov/HazardousWaste
http://www.michigan.gov/documents/deq/deq-oea-hhw-disposalcompanies_530187_7.pdf
https://www.michigan.gov/egle/about/organization/materials-management/hazardous-waste/household/drop-off
http://www.michigan.gov/EGLEHHW
mailto:EGLEAssist@Michigan.gov
mailto:EGLEAssist@Michigan.gov
mailto:EGLEAssist@Michigan.gov
https://www.michigan.gov/egle/about/organization/materials-management/staff-maps
http://www.michigan.gov/MMD
https://egle.maps.arcgis.com/apps/webappviewer/index.html?id=1ee8c9f0815e471db6f186e0e610b534&utm_source=gis-map&utm_medium=web&utm_campaign=splash&utm_content=Household-Drug-Take-Back-Map
https://youtu.be/7qnL1PyRXJc
https://youtu.be/4NWCB0TpRLs
https://www.michigan.gov/egle/-/media/Project/Websites/egle/Documents/Programs/MMD/Drug-Disposal/Save-A-Life-Card-printable.pdf
https://www.michigan.gov/egle/-/media/Project/Websites/egle/Documents/Programs/MMD/Drug-Disposal/MHA-Med-Disposal-Tool.pdf
https://www.michigan.gov/egle/-/media/Project/Websites/egle/Documents/Programs/MMD/Drug-Disposal/Save-A-Life-Card-Spanish.pdf
https://www.michigan.gov/egle/-/media/Project/Websites/egle/Documents/Programs/MMD/Drug-Disposal/Save-A-Life-Card-Arabic.pdf
https://www.michigan.gov/egle/-/media/Project/Websites/egle/Images/MMD/Hazardous-Waste/Household/Medications/Drug-Disposal/Household-Drug-Takeback-Map-Graphic-2.png
https://www.michigan.gov/egle/-/media/Project/Websites/egle/Documents/Programs/MMD/Drug-Disposal/Household-Drug-Takeback-Map-Ad-printable.pdf
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