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• Where are we now? Managing the current landscape

• Where are we going? The new EPA final rule

• Typical areas of risk for healthcare facilities

• Taking action for facility-wide compliance

This presentation will not address any requirements for long-term care facilities, 
retail facilities, or reverse distributors

Agenda
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Where are we now?
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• Force-fitting old, traditional waste regulations
– EPA has published some interpretations; states not 

obligated to concur
– Healthcare facilities can easily become Large Quantity 

Generators (LQGs)
– Historic data shows anywhere from 5-15% of a 

formulary is currently estimated to be HW when 
disposed
• Use of reverse distribution is heavily scrutinized for 

these items

Hazardous Waste (HW) Regulations
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• P-listed (acute)
– Warfarin/coumadin, Arsenic trioxide, epinephrine, 

nicotine
• U-listed

– Mercury (thimerosal), Cytoxan, chloroform, mitomycin, 
phenol

• Characteristic (flammable, corrosive, reactive, toxic)
– Lantus, Humalog, Flovent, some shampoos/vitamins/ 

personal care products

Examples of Hazardous Waste Pharmaceuticals

Lists are not exhaustive
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• Regulators are visiting pharmacies and other 
pharmaceutical storage and distribution 
areas….and issuing penalties for deficiencies

• 2019: Low Moor, VA ($13,050)
• 2018: Richmond, VA ($15,663)
• 2017: Anderson, SC ($13,500)
• 2017: Sumter, SC ($8,000)
• 2017: Columbia, SC ($28,000)
• 2016: Gloucester, VA ($89,250)
• 2016: Fredericksburg, VA ($81,960)

Current Regulatory Landscape
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Lists are not exhaustive; North Carolina penalties not detailed



• ~20 standards of The Joint Commission can apply to 
pharmaceutical waste management
– Environment of Care (EC.02.02.01)

• The hospital manages risks related to HM/HW
– EP1: Written, current inventory of HM/HW that it uses, stores, 

generates
– Leadership (LD.04.01.01)

• The hospital complies with law and regulation
– Medication Management (MM.03.01.01 and MM.05.01.09)

• The hospital has a written policy addressing the control of 
medication...including safe storage, handling, wasting, security, 
disposition, and return to storage.

• The hospital has a process in place that addresses how outside 
resources, if any, are used for the destruction of pharmaceuticals.

Accreditation Impacts
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• During recent Environment of Care (EOC) 
Base Camp sessions, The Joint 
Commission reported it has modified its 
surveyor training to increase focus on 
management of materials and waste

• Demonstrated increase in number of 
waste-related tracers and related 
deficiencies

• Management of sample medications and 
other pharmaceuticals remains a topic of 
concern

Current Accreditation Landscape
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Where are we going?
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2008

• EPA proposes to add HW pharmaceuticals to the Universal Waste program
• Strong negative public comment
• Some states moved forward, but problematic

2010

• EPA publishes DRAFT BMP Guidance for Pharmaceuticals
• Primarily targets preventing discharge to water
• No final guidance after public comment

2012
• EPA Inspector General publishes report concluding EPA has not properly used its RCRA authority 

to determine whether pharmaceuticals may qualify as HW for more than 30 years.

2015
• EPA proposes creation of a new regulatory subpart specific to HW pharmaceuticals
• Extensive public comment

2019
• EPA publishes final rule: Management Standards for Hazardous Waste 

Pharmaceuticals and Amendment to the P075 Listing for Nicotine

EPA Rulemaking Evolution
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Management Standards for Hazardous Waste Pharmaceuticals and 
Amendment to the P075 Listing for Nicotine published February 2019

EPA Final Rule
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• Streamline regulations as they apply to the healthcare 
sector
– Application of HW management standards
– Use of reverse distribution and reverse logistics
– Clarified empty container standards

• Eliminate sewering of HW pharmaceuticals

• Reduce overlapping regulations (e.g., EPA vs FDA vs DEA)
– Two conditional exemptions

EPA Final Rule - Goals
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“Pharmaceutical”
• Any drug or dietary supplement for use by humans or 

other animals

EPA Final Rule – Who is affected?
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Prescription drugs Pharmaceuticals remaining in non-
empty containers

Over-the-counter drugs PPE contaminated with pharmaceuticals

Dietary supplements Clean-up materials from spills of 
pharmaceuticals

Homeopathic drugs E-cigarettes and vaping pens

Compounded drugs Nicotine e-liquid/e-juice (e.g., vials)

Investigational new drugs AND MORE



“Healthcare Facility”

An entity that is lawfully authorized to: 

(1) “provide preventive, 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 
that affects the structure or function the human or animal 
body”, 

OR

(2) “distribute, sell, or dispense pharmaceuticals….”

EPA Final Rule – Who is affected?
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EPA Final Rule – Who is affected?
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Medical hospitals Long-term care facilities

Psychiatric hospitals Ambulance services

Ambulatory surgical centers Pharmacies (in-patient and out-patient)

Health clinics Long-term care pharmacies

Physician offices Mail-order pharmacies

Optical and dental providers Retail stores

Chiropractors AND MORE



• Applicable to HAZARDOUS WASTE pharmaceuticals
• Three primary components to the rule as it applies to 

“healthcare facilities”:

– Ban on sewering of HW pharmaceuticals

– Amendment to P075 listing of nicotine

– Creation of 40 CFR 266, Subpart P

EPA Final Rule – Summary

A presentation by Wood.16



• No HW pharmaceuticals may be sewered (including drain 
disposal and flushing)

• This prohibition includes HW that is also a DEA controlled 
substance

• The sewering of any pharmaceutical is HIGHLY 
discouraged

• Effective in NC on August 21, 2019

EPA Rule – Ban on Sewering
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≠ P075

• EPA determined that FDA-approved over-the-counter 
nicotine replacement therapies do not meet regulatory 
criteria for acute HW.
– Specific to patches, gums, lozenges

• These products can now be discarded as non-hazardous 
pharmaceutical waste

• Other forms of nicotine are not excluded and are still 
listed (e.g., e-liquids)

• Effective in NC on August 21, 2019

EPA Rule – Amendment of the Nicotine Listing
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• Federal rule is effective on August 21, 2019
– Authorized states must adopt at least as stringent
– NC indicates 9-12 months…..mid-2020 is the target

• EPA did not modify how HW determinations are made for 
pharmaceuticals
– Hopes the streamlining requirements incentivizes over-

management

• Non-pharmaceutical HW must still be managed under “traditional” 
HW regulations

• All healthcare facilities must submit a one-time generator notification

• SQGs and LQGs must comply; VSQGs have options for compliance

EPA Rule – Creation of Subpart P

A presentation by Wood.19



• Creates three categories of HW pharmaceuticals:
– Potentially creditable
– Non-creditable
– Evaluated 

EPA Rule – Creation of Subpart P (cont’d)
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Healthcare 
Facility

HW TSDFReverse 
Distributor

Non-creditablePotentially 
Creditable

Evaluated



EPA Rule – Creation of Subpart P (cont’d)
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Potentially Creditable Non-creditable
Training No; recommended Yes
Labeling No; recommended Yes; “Hazardous Waste 

Pharmaceuticals”
Container Standards No Yes; Structurally sound, 

closed, and secured
Accumulation Time Limit No; but items expired > 1 

year ineligible
Yes; 1 year

HW Determinations Yes; not required if 
managing all as HW

Yes; not required if 
managing all as HW

Included on Biennial 
Reports

No No

Shipping to a Reverse 
Distributor

Confirmation of delivery; 
use of common carrier

No

Shipping to a HW TSDF Manifest (“PHARMS”); use of HW transporter



• VSQG compliance
– Opt into Subpart P in its entirety; OR
– Opt into Subpart P as follows:

• Send potentially creditable hazardous pharmaceutical 
waste to a reverse distributor; and 

• Send non-creditable (or all) hazardous pharmaceutical 
waste off-site to another healthcare facility provided that 
facility operates under Subpart P and meets certain 
conditions OR is a LQG operating under “traditional” HW 
regulations and meets the conditions for off-site 
consolidation

EPA Rule – Creation of Subpart P (cont’d)
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• Approximately 5 currently identified as both HW and DEA 
controlled substance
– Cannot be sewered
– Must be managed in compliance with DEA regulations
– Must be destroyed by a method that DEA has publicly 

deemed IN WRITING as meeting “non-retrievable” 
standard
• In absence of written DEA guidance, must be combusted 

in one of the following:
– Municipal waste combustor;
– Hospital, medical, and infectious waste incinerator;
– Commercial and industrial waste incinerator; or 
– HW combustor.

Conditional Exemptions – DEA Controlled Substances
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• Household pharmaceuticals collected in DEA-authorized 
collection receptacles or mail-back programs
– Resulted from 2014 DEA final rule for take-back 

programs
– Cannot be comingled with healthcare facility 

pharmaceutical waste
– Cannot be sewered
– Must be collected, stored, transported, and disposed in 

compliance with all DEA regulations for controlled 
substances

Conditional Exemptions – Drug Take-back Programs
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Triple rinsing no longer required/allowed

Empty Container Standards
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Non-acute HW Acute HW

Stock/dispensing bottles 
and unit-dose containers

Contents removed Contents removed

Syringes Fully depress plunger Fully depress plunger

IV bags Fully administer contents 
or comply with 261.7(b)(1)

Fully administer contents

Other containers (e.g., 
inhalers; aerosol cans; 
nebulizers; tubes of 
ointments, gels, or 
creams)

261.7(b)(1) Cannot be determined as 
RCRA empty



Typical areas of risk for healthcare facilities
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• May dispose of pharmaceuticals through solid waste, 
medical/infectious waste, flushing

• No SOPs or evidence of consideration for pharmaceutical 
management, often with the exception of controlled 
substances

Absent programs
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• Seem to be the most common 
– Very few healthcare facilities have personnel on staff with a 

robust understanding of requirements
• May manage some chemotherapy wastes and P-listed 

wastes generated within the pharmacies
• Little to no consideration of other listed or characteristic 

HW pharmaceuticals
• Little to no consideration of areas outside of the pharmacy
• Little to no program documentation or training

Limited Programs
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Everyone is doing the best they can with the knowledge they have.



• Use of reverse distribution

• Placement of HW pharmaceuticals 
in robotics

• Potentially dual (medical and hazardous) wastes
– Vaccines with live or attenuated virus preserved in thimerosal
– Sharps used to dispense P-listed pharmaceuticals
– Wastes from intracavity chemotherapy treatments

• Understanding and balancing all of the requirements
– EPA, DOT, OSHA, DEA, TJC, etc.

Other Areas of Risk
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Common Areas of Noncompliance
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• Incorrect generator status
• Incomplete or incorrect waste characterization
• Inadequate or improper training
• Flushing of wastes 
• Comingling/improper segregation of wastes
• Incomplete or improper manifesting
• Use of an inappropriate transport/

disposal vendor
• Use of reverse distributor as a waste 

disposal agent (state-by-state issue)



We know we need a robust facility-wide program…
Now what?
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Compliant Programs Are Just Successful Business Models
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Characterization

Establish 
processes for 
affected areas

Update facility 
support 

programs

Publish written 
proceduresTrain personnel

Inspect and track

Maintenance and 
Improvement

PLAN

DOCHECK

ACT



• Evaluate facility formulary/inventory
– Inpatient and outpatient, as applicable
– INCLUDING things like samples and personal care products
– Categorize each pharmaceutical based on active/inactive 

ingredients AND any preservatives

PLAN: Pharmaceutical Waste Characterization
What do you have?
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Hazardous DRUGS do not automatically equate to hazardous WASTE



• Evaluate points of generation
– Pharmacies
– Nursing stations
– Medication storage rooms
– Treatment/care areas

• Immunizations
• Dermatology
• ERs
• ORs

PLAN: Pharmaceutical Waste Characterization
Where do you have it and who are your stakeholders?

A presentation by Wood.34

A multidisciplinary approach is critical to success in 
comprehensive assessment of these materials and processes.



• Secured, easily searched/managed spreadsheet or database 
– National drug code
– Generic and brand names
– Manufacturer
– Strength
– Dosage form
– Package size
– Location(s) within the facility
– Waste category
– Waste code, as applicable
– DOT hazardous material class
– Comments on rationale for determinations

PLAN: Pharmaceutical Waste Characterization
If there’s no proof, it never happened

A presentation by Wood.35

If all pharmaceuticals will be managed as hazardous, no need for determinations. 
May not be cost effective



PLAN: Establish Processes 
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• Consider adopting the unofficial industry color-coded 
standard

Hazardous waste and bulk 
chemotherapy waste

Non-hazardous waste Trace chemotherapy waste

Additional location-specific consideration often required for dual wastes, 
hazardous chemotherapy waste, and hazardous controlled substances



• Containers must be placed at/near the point of generation
– May result in multiple containers throughout the facility
– Not every location will require every type of container

• Consider easy ways to remind staff which pharmaceuticals 
are placed into each container for disposal
– Visual aids over each container
– Color-coded stickers on shelves

PLAN: Establish processes

Things to consider
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• Confirm RCRA generator status
– May impact documentation and reporting

• Ensure that contracts and resourcing are updated 
to support
– Housekeeping/Environmental Services
– Suppliers: containers, labels, packaging
– Transporters: qualified/licensed to transport each 

type of waste being offered
– Disposal agents: qualified/licensed to receive of 

each type of waste being offered
• Work with vendors to create/update waste profiles

PLAN: Update Facility Support Programs
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Consideration of vendors within the framework of a robust program may result in 
the need for multiple vendors to ensure wastes are properly managed.



DO: Establish Written Procedures
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• Document cradle-to-grave process in the form of a 
management plan and/or standard operating procedures
– Specific procedures for each waste stream and each area where 

generated
– Consider stand-alone standard operating procedures that can be 

separated from the comprehensive plan for each generator
– Consider visual aids
– Consider incorporating waste handling and disposal requirements 

into other operational procedures to better reach end-users
– Ensure leadership buy-in to facilitate compliance

• Prepare/update compliance plans (e.g., contingency plans)



• All personnel generating or handling any kind of hazardous 
pharmaceutical waste must be trained specific to the waste and 
to their job function
– RCRA
– DOT
– HAZCOM
– Others

• Some training requires periodic 
refreshers

• Will likely include a broad 
audience of stakeholders

• Evidence of training content 
and individual personnel trained 
must be retained for compliance

DO: Train Personnel
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• Conduct periodic inspections of 
containers and supporting functions 
(contracts, management plans, 
procedures, etc.)
– Develop standard checklists
– Document these inspections to 

facilitate compliance and corrective 
action as needed

• Conduct a comprehensive annual 
review of the program, including the 
waste characterizations
– Ensure additions, deletions, or other 

modifications were properly captured 
and incorporated

CHECK: Inspect and Manage Your Program
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• Evolution results from inspections and lessons learned
– Listen to your end-users and find what works to comply

• Program is meant to be dynamic so that it becomes a 
streamlined, compliant process 

• Consider incorporating evaluation and opportunities for 
improvement into your Environment of Care 
– Handling of pharmaceutical and other wastes is a significant 

aspect for risk of noncompliance

ACT: Maintenance and Continual Improvement

Program Evolution
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Ultimately, the process should work for you, NOT the other way around!



• Single-patient dispensing
• Place restrictions on samples
• Utilize compliant reverse distribution 

practices
• Review the pharmaceutical purchase 

policy; buy what you can use
• Closely monitor emergency response supplies and realign 

for use where possible
• Evaluate legal options to transfer pharmaceuticals to other 

locations for use prior to expiration
• Consider reusable waste container programs

ACT: Maintenance and Continual Improvement
Opportunities for Waste Minimization and Cost Savings
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