
B
efore beginning an audit of hazardous waste 
management activities, it is necessary to 
understand RCRA waste program concepts. Waste is 
complex, having multiple components and physical 

states (e.g., hazardous, nonhazardous, medical, solid, liquid, 
gas). Hazardous waste is a solid waste or combination of 
solid wastes that, because of its quantity, concentration, 
physical, chemical or infectious characteristics, may:1

 • Cause or significantly contribute to an increase in 
mortality or an increase in serious irreversible, or 
incapacitating reversible, illness, or,

 • Pose a substantial present or potential hazard to human 
health or the environment when improperly treated, 
stored, transported, or disposed of, or otherwise managed.

To further assist healthcare facility personnel to identify a 
material as hazardous or nonhazardous, RCRA guidance 
provides four key questions for personnel to answer.

1. Is the material a solid waste? 
This is any material that is discarded by being abandoned/
thrown away, inherently waste-like, a certain military muni-
tion, or recycled. If the answer is no, the material is not a 
solid waste and is not subject to RCRA Subtitle C regulation.

2. Is the waste excluded? 
Congress and the EPA exempt or exclude certain wastes 
such as household waste, domestic sewage, irrigation return 
flows, etc., since it would be unreasonable if not impossible 
to effectively regulate. Excluded wastes are outlined in 40 
CFR §261.4 and are not regulated under RCRA Subtitle C.

3. Is the waste a characteristic, listed, or universal hazardous 
waste? 
Once healthcare facility personnel establish that a waste 
is a solid waste and not exempt or excluded, they must 
determine if it is hazardous.

1 RCRA §1004(5)
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 • Does the waste exhibit the characteristic of ignitability, 
corrosiveness, reactivity and/or toxicity? 
If RCRA’s thresholds for one of the four characteristics 
are met, then the item may meet the hazardous waste 
classification.

 • Does the waste appear on the F, K, P or U lists? 
The four waste listings group wastes based on 
composition and other factors from specific 
industrial processes and sources. These listed wastes 
are subject to Subtitle C regulation and are described 
in detail within 40 CFR §261. Nicotine patches are an 
example of one common healthcare hazardous waste 
that is routinely mishandled. Not only is the patch 
considered an acutely toxic P-list waste, but the 
backing and wrappers of the patch are also classified 
as P-list waste.

 • Does the waste meet criteria for the universal waste 
program? 
A primary goal of the EPA’s waste management 
program is to reduce waste generation and promote 
recycling. Four types of commonly recycled materials 
fall under streamlined hazardous waste regulation, 
allowing more time for accumulating the wastes 
prior to recycling or disposal. They are: hazardous 
waste batteries, specific hazardous waste pesticides, 
hazardous waste mercury-containing equipment, and 
hazardous waste lamps.

4. Is the waste delisted? 
Various listed hazardous wastes may not exhibit high 
enough levels of dangerous components to justify 
regulation under Subtitle C. A delisting process exists 
for cases where there is minimal threat to human health 
and/or the environment.

Healthcare facilities may be able to obtain an exemption 
upon submitting a formal request to the EPA or state 
authority to delist the hazardous waste. If the petition is 

successful, the waste is shifted to a nonhazardous waste 
classification for regulation purposes.2

The beginning point
The RCRA regulates waste from generation to final 
transportation and disposal—a “cradle to grave” 
methodology. Each individual or entity responsible for 
handling waste (waste handler) falls into one of three 
categories: generators; transporters; or treatment, storage 
and disposal facilities (TSDFs).

The waste generators produce the waste or import 
substances meeting the hazardous waste criteria. 
Transporters move waste off-site between the generators 
to the TSDFs, which are responsible for waste disposal in 
landfills, incineration, etc. Each type of waste handler must 
meet extensive, specific regulatory requirements. This article 
2 A listing of previously successful petitions is available in Appendix IX to Part 

261 of Title 40 of the Code of Federal Regulations.

Exhibit 1 – RCRA subtitles

Subtitle Provisions

A General Provisions

B
Office of Solid Waste; Authorities of the 
Administrator and Interagency Coordinating 
Committee

C Hazardous Waste Management

D State or Regional Solid Waste Plans

E
Duties of the Secretary of Commerce in 
Resource and Recovery

F Federal Responsibilities

G Miscellaneous Provisions

H
Research, Development, Demonstration, and 
Information

I Regulation of Underground Storage Tanks

J
Standards for the Tracking and Management 
of Medical Waste
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focuses on select requirements your facility must comply 
with as a generator and transporter.

Generators must assess the waste volume generated each 
month to determine the degree of regulation. Hospitals 
will be in one of the three categories of hazardous waste 
generators: large quantity generators (LQGs), small quantity 
generators (SQGs), or conditionally exempt small quantity 
generators (CESQGs).

The EPA defines each category as:3

LQGs generate:
 • Approximately 2,200 pounds (1,000 kg) or more of 

hazardous waste per month, or

 • Approximately 2.2 pounds (1 kg) or more of acutely 
hazardous waste per month

SQGs generate:
 • More than approximately 220 pounds (100 kg) and less 

than 1,000 kg of hazardous waste per month, or

 • Accumulates onsite approximately 13,200 pounds (6,000 
kg) or less of hazardous waste at any time

CESQGs generate:
 • 100 kg or less of hazardous waste per month, or

 • 1 kg or less of acutely hazardous waste per month

The generator classification is not static from month to 
month. Depending on variations in waste production, a 
hospital may produce waste volumes meeting the SQG 
classification one month and the LQG classification the 
following month.

To reduce the compliance risks, a designated hospital 
employee should be responsible for accurately tracking 
and totaling the hazardous waste volumes. This is critical 
since technology now allows the EPA and state regulators to 
quickly analyze large data sets, be more aggressive in their 
abilities to monitor for changes, and pinpoint instances of 
potential noncompliance. Additionally, the hospital should 
be in contact with its state regulatory agencies as they may 
have different categories for generators, or they may not use 
generated waste volume as a measure.

CESQGs are not subject to the majority of the EPA 
regulations applicable to LQGs and SQGs. A 400-bed hospital 
has approximately 500 to 1,000 hazardous substances used 
in laboratories, 2,000 to 4,000 pharmaceuticals on hand 

3 Title 40 CFR §261.5 and §262.34

including chemotherapy agents, and 200 to 500 hazardous 
substances used by maintenance, sterile processing and 
housekeeping departments.

The five additional EPA requirements for LQGs and SQGs 
after they determine the types and volumes of hazardous 
waste are:

1. Obtain a unique EPA identification number

2. Follow accumulation and storage requirements

3. Prepare hazardous waste for transportation

4. Track hazardous waste shipment and receipt

5. Adhere to recordkeeping and reporting requirements

Accumulation and storage begins with the hospital 
obtaining a unique identification number for each facility 
accumulation site and using appropriate containers, tanks, 
drip pads, or containment buildings. Each storage container 
must be marked with the date waste accumulation began, 
labeled as “HAZARDOUS WASTE,” remain under the control 
of hospital waste handling personnel and be kept closed at 
all times.

The dating of containers is to ensure the 90-day limit 
for LQGs or 180-day limit for SQGs for onsite storage of 
accumulated hazardous waste is not exceeded, unless 
authorized via permit, which may grant the generator an 
extension of up to 30 days.

Additionally, the hazardous waste routinely generated by 
nursing units and off-site ambulatory facilities can be stored 
in containers at these satellite accumulation areas; however, 
the containers must be moved to the hospital’s central 
hazardous waste storage area within three days of becoming 
full.

Storing also means preparing for emergencies and 
maintaining written contingency plans for some categories 
of generators. A hospital with LQG or SQG status must 
designate an emergency coordinator and define procedures 
to take in the event of a fire, explosion, spill, etc. The 
hospital’s contingency planning should include contact with 
local fire and police departments and documentation to 
verify testing and maintenance of emergency equipment.

Training is an essential component of compliance with 
accumulation and storage requirements. Classroom or on-
the-job training is required for hospital employees handling 
hazardous waste. Training needs to teach the employee 
how to identify, package, label and dispose of hazardous 
wastes and how to respond effectively to emergencies. The 
hospital should maintain records on its annual training, 
and documentation of initial training within six months of 
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employment or assignment of an individual to a position 
handling hazardous waste.

Preparing to transport off-site
Safe transportation means paying careful attention to 
the pre-transportation regulations. The EPA adopted 
the Department of Transportation’s (DOT’s) regulations 
for packaging, labeling, marking and placarding of the 
hazardous wastes that are moved off-site. DOT’s regulations 
are designed to prevent leaks during normal or dangerous 
transport conditions, and to allow others to easily identify 
the type of waste present and any associated dangers. The 
transport regulations, however, do not apply to on-site 
transportation of hazardous waste within the hospital’s 
property boundary.

Prior to transporting hazardous waste off-site, hospital 
personnel will need to complete EPA Form 8700-22, the 
Uniform Hazardous Waste Manifest (the Manifest) and 
submit it to the transporter. Personnel should also make sure 
the transporter has an EPA identification number.

The Manifest serves as a mechanism to track the movement 
of hazardous waste from the hospital to the TSDF and 
requires a signature acknowledging receipt by every entity 
handling the hazardous waste.

A copy of the signed Manifest is retained by each receiver 
of the hazardous waste with a final copy returned to the 
hospital by the TSDF. If a copy of the final, signed Manifest 
is not received by the hospital within 45 days, an exception 
report must be filed with the EPA Regional Administrator 
that describes the steps taken to locate the hazardous waste, 
and results.

Recordkeeping and reporting
LQGs and SQGS are required to submit EPA Form 8700-13A 
to their Regional Administrator by March 1 of every even-
numbered year. The form includes specifics such as EPA 
identification information for the generator, information on 
transporters and the waste shipped, efforts taken to reduce 
waste generated, variations in volumes and toxicity from 
prior years, and a certification signed by the generator or 
authorized representative. Generators must retain a copy 
of the biennial report, manifest reports and any exception 
reports for at least three years.

Audit approach
The planning activities surrounding a hazardous waste audit 
will be extensive in order to gain a basic understanding 
of the regulatory environment. It is critical to perform 
interviews of key hospital personnel, both the waste 
generators and handlers, in addition to performing 
thorough walk-throughs of operational facilities, including 
any satellite locations. These steps will assist you in 
validating compliance by helping to identify the types of 
potential hazardous waste generated, storage locations and 
pre-transport functions.

Audit steps to validate compliance with RCRA guidelines, at 
a minimum, should include the following.

Inspect central accumulation areas (CAAs)
Locate and inspect CAAs used to store hazardous waste. 
A hospital employee responsible for the CAA should be 
present during the inspection. Specific things to look for 
include:

 • Empty containers in the CAA, leaving insufficient room 
to store full containers, and/or blocking aisle space and 
hampering emergency response capabilities

 • Use of incompatible containers or broken or leaking 
containers

 • Non-labeling and non-dating of containers

 • The absence of emergency equipment and information

Ask for monitoring documents to ensure the hospital 
is inspecting the CAA weekly, note any noncompliant 
conditions, and take timely corrective action.

Sample satellite accumulation areas
Select a random sample of hospital facilities’ satellite 
accumulation areas to determine compliance with RCRA 
requirements. Incorporate candid discussions with the 
clinical employees responsible for waste management 
at the satellite locations. Be alert to a lack of training 
and knowledge regarding hazardous waste storage and 
transporting requirements, in addition to the inability to 
identify wastes that meet the hazardous classification.

Obtain manifests
Obtain hazardous waste manifests for a 12-month period 
to confirm accuracy and completeness and adherence to 
RCRA reporting requirements. Compare copies of the initial 
Manifest prepared prior to transport to copies of the final 
Manifest to ensure all final copies have been received and 
signatures obtained. Review the Manifests for accurate 
descriptions of the waste transported and corresponding 

The RCRA regulates waste 
from “cradle to grave.”
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dangers, the quantities of hazardous waste and time periods 
between transport to determine that the 90- or 180-day 
accumulation periods are not exceeded.

Examine personnel records
Check that employees with responsibility for handling 
hazardous waste are compliant with federal and state 
training provisions. Be alert for not only employee training 
records, but also records of training for any contract 
employees performing waste handling activities within the 
hospital facilities, including the transporters. Ensure that a 
written description of the type and amount of introductory 
and continuing training is included in the training records.

Review physical security
If the CAAs are secured via proximity badge reader system or 
other electronic mechanism, obtain a listing of all individuals 
with access rights. Compare the list with payroll reports to 

confirm active employment and that assigned job functions 
support the access rights. If mechanical key locking 
mechanisms are used, validate that inventory records for 
all keys exist and key distribution tracking is established to 
ensure keys are assigned to individuals with a business need.

Summary
You need to be aware of the risk hazardous waste streams 
place on your facilities. Remember, your hospital must 
assign responsibility for identifying and evaluating all 
waste streams for potential hazardous waste and comply 
with appropriate RCRA guidelines for LQG or SQG status, 
based on volumes produced monthly. Hospital employees 
need training and re-training on collection, storage, and 
emergency and spill response procedures. Documentation 
must be complete, accurate and retained for weekly 
CAA inspections, training, waste transfer, and biennial 
reporting. 

When you do more than you're paid for, eventually you'll be paid for more than you do.  
~Zig Ziglar
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