UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

NOVEMBER 2, 1989

MEMORANDUM

SUBJECT: Interpretations of the EPA Medica Waste Regulations (Numbers 15-23)

FROM: Devereaux Barnes,
Characterization and Assessment Divison

Susan Bromm, Director
RCRA Enforcement Divison
Office of Waste Programs Enforcement

TO: Regiond, State and Territorial Medical Waste Contacts

Attached isthe third set of interpretations for the 40 CFR Part 259 regulations for medical
wasgte tracking and manegement. These questions and answers are EPA's interpretation of issues that
have beenraised. If you need darifications, or if you have other questions you would like to see
addressed in future documents, please call Mary Greene on (202)475-7736, or Mary Jean Osborne on
(202)382-7948.

Attachment
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40 CFR - Quedtions and Answers

September 1989

This document reflects the Environmentd Protection Agency's interpretations of the Federd regulations
at 40 CFR Part 259 - Standards for the Tracking and Manegement of Medical Waste. States or
localities may have requirements that are more inclusive, or that pose additiond restrictions on the
management of medica wastes.

15a. Wadte Class6inthe Table at 40 CFR 259.30(a) specifiesthat certain wastes from patients
isolated with “highly communicable diseases’ are regulated medica wastes. In the preamble to the
interim find rule, EPA dated that only certain highly communicable diseases areincluded in the
demongtration program (54 FR 12341, March 24, 1989) and specified as an example, those diseases
caused by agents listed in Classfication 4 of the Centers for Disease Control's (CDC's) document
“Classfication of Etiologic Agents on the Basis of Hazard”. What are the clinica namesfor the diseases
caused by the infectious agents classified as Class 4 in CDC's 1974 document, “ Classification of
Etiologic Agents on the Basis of Hazard™?

Listed balow are the viruses found in Class 4 and the associated clinical disease, if one has
been named.

INFECTIOUS AGENT

* Vaiolaminor

* Vaiolamgor

* Monkey pox

* White pox

** Crimean hemorrhagic fever virus
** Junin virus

**Machupo virus

Herpesvirus smiae (Monkey B)
Lassavirus

Marburg virus

Russan spring-summer
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encephdlitis virus
Kyasanur forest disease virus
Omsk hemorrhagic fever virus
Central European encephdlitis
virus

*Venezud an equine encephdlitis
virus

*Ydlow fever virus
DISEASE
Alagtrim

Smallpox
Human monkeypox

Crimean hemorrhagic fever
Argentine hemorrhagic fever
Balivian hemorrhagic fever

Oncogenic in primates

Lassafever

Marburg virus disease

Russan spring-summer
encephdlitis

Kyasanur forest disease

Omsk hemorrhagic disease
Centrd European encephdlitis

Venezuean equine
encephditis
Ydlow fever
*When used for transmission or anima inoculation experiments.

**CDC has noted that the above listed viruses in the hemorrhagic fever group and other virusesin this
group, that are not yet identified, are dso classfied as Class 4.

FaxBack # 11479



15a

continued

The CDC, in cooperation with the Nationd Ingtitutes of Hedlth, has recently developed an
updated list of Biosafety Leve 4 etiologic agents (comparable to the 1974

CDC dassfication 4) in its CDC/NIH “Biosafety in Microbiologica and Biomedica
Laboratories’ (1988). Diseases caused by agents listed under Biosafety Leve 4, that were not
listed in the 1974 CDC Class 4 ligt, include:

INFECTIOUS AGENT

EbolaVirus

Absettarov Virus
Hanzdova Virus
Hypr Virus
Kumlinge Virus

DISEASE
EbolaVirus Discase

Tick-borne Encephdlitis
Tick-borne Encephdlitis
Tick-borne Encephdlitis
Tick-borne Encephdlitis

15b. A physician suspects that a patient is infected with the smdlpox virus. The patient isisolated until

aconclusive diagnosis can be made. Would the wastes generated in the care and trestment of
this patient, prior to the confirmation of the diagnosis, be regulated under 40 CFR Part 259?

Yes, if thewasteisin Classes 1-4 or 6 inthe Table at 40 CFR Part 259.30(a). Wastes
which are included in Classes 1-4 are dways regulated medica waste regardless of the
patient from whom the waste is generated. Additiondly Class 6 wastesinclude
"biologica waste and discarded materials contaminated with blood, excretion, exudates,
or secretions from humans that are isolated to protect others from certain highly
communicable diseases'. Since the patient was isolated, prior to the completion of the
diagnos's, wastes contaminated with blood, excretion, exudates or secretions from that
patient are regulated as Class 6 waste.

Note: Smdlpox virusisliged in Class 3 and 4, of the CDC document “ Classification of

Etiologic Agents on the Basis of Hazard”. However, smallpox isonly categorized as
Class 3 whenin vitro (in atest tube rather than in aliving organism).
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15c.

16.

17a

A hospitaized patient is diagnosed with Lassa Fever, ahighly communicable disease. The
patient is moved into isolation in a hospital to prevent the transmission of Lassa Fever to others.
The nursing gaff plansto ensure that dl wastes generated in this patient’ s room are managed as
regulated medicd waste. Are al wastes generated in the patient's room regulated under 40
CFR 259.307?

Wastes generated from the trestment and care of this patient which fdl into Class 1-4in
40 CFR Part 259.30(a) are regulated medical waste. In addition, 40 CFR 259.30(a)
specifiesthat dl biologica waste and discarded materids contaminated with blood,
excretions, exudates, or secretions from humans isolated to protect others from certain
“highly” communicable diseases must be managed as regulated medical waste (Isolation
Wadte). These are Class 6 wastes. The causative agents of “highly communicable
diseases’ are listed under Classfication 4 in the Centers for Disease Control's 1974
document “Classfication of Etiologic Agents on the Basis of Hazard”.

However, nothing in the rules prohibits the health care facility from managing additiond
wadgtes in the same manner as regulated medical wastes. Since the waste classes
specified in 259.30(a) would not include dl waste from an isolaion patient, if al wastes
from the patient’ s room were managed as regulated medica waste, the staff would be
managing more materia as regulated medica waste than 40 CFR 259.30(a) requires.

An independent physician, located in one of the covered sates, generates only small volumes of
regulated medical wastes each month. To minimize disposa costs he plans on accumulating
these wagtes until it is more cogt effective to hire a gpecid hauler to remove the waste from his
premises. In the 40 CFR Part 259 regulations, are there any limits to the time the regul ated
medical waste may be stored and accumulated prior to transport off-Ste?

No, the 40 CFR Part 259 regulations do not provide specific time limits for the on-gite
storage of regulated medicd waste at a generator's facility. However, generators must
comply with Section 259.42 storage requirements prior to transport, treatment,
destruction, or disposal of regulated medica wastes. Section 259.42(b) requires the
generator to maintain the waste in a nonputrescent state, using refrigeration when
necessary. This requirement may affect storage time if wastes with a high organic
content become putrescent over time. The storage time may also impact other
regulatory requirements. For ingtance, if, by the time the generator isready to have the
waste shipped off-ste, the shipment weighs 50 pounds or more, a medica waste
tracking form must be initiated to accompany thewaste. Findly, we should note that
date or loca regulations may be in place which limit the time that a regulated medicd
waste may be stored on-site.

In acollege Comparative Anatomy class, sudents are provided with preserved anima
specimens which are purchased from a biologica supply company. The students study anatomy
by dissecting the specimens. Following completion of the course, the anima remains are
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17b.

18a

18b.

collected for digposal. Would these wastes be regulated under 40 CFR Part 259 if the activities
took place within one of the covered states?

No, the purpose of the classisto study the anatomica structure of various animd
specimens. These wastes would not be regulated under 40 CFR Part 259 because they
would not fal within the definition of medica waste (40 CFR 259.10). The wastes were
not “generated in the diagnogs, treetment or immunization of human beings or animals,
in research pertaining thereto, or in the production or testing of biologicals.” Therefore,
the wastes could be managed as generd refuse.

A universty research facility conducts studies during which the researchers expose animalsto a
zoonotic agent (an infectious agent transmissible to humans from animals under naturd
conditions). As part of the study the animals are sacrificed, dissected and studied for
pathologica changes caused by the infectious agent. After completion of the study the animal
remains are collected for disposal. Are the animal carcasses and associated tissues regulated
under 40 CFR Part 2597

Y es, the animal carcasses and associated tissues are consdered a regulated medica
waste. They are amedica waste because they are “ solid waste which is generated in
the diagnosis....[of] animds, [or] in research pertaining thereto”, and they area
regulated medica waste because they meet the listing description for Class5 wastein
Section 259.30(a), i.e. “contaminated animal carcasses, body parts and bedding of
animds that were known to have been exposed to infectious agents during research”.
The term “infectious agent” is defined in section 259.10(b) as any organism thet is
“cgpable of causing disease or adverse hedth impact in humans’.

A hospitd patient is outfitted with a urinary collection syslem consgting of an in-dwdling
catheter connected to a plastic collection bag. A nurse removes the catheter and bag when
necessary. Aretheseitems, and the fluid they contain, regulated under 40 CFR Part 2597

No; provided that the patient is not isolated to protect others from highly communicable
diseases. Although specific body fluids fal within the Class 2 - Pathologicd wastes
category, urineis not covered by the regulatory definition of “body fluids” (40 CFR
259.10); in this Stuation the collection bag, catheter and collected urine would not be
regulated medical waste.

A nurse delivers a urine specimen from the patient described in Question 18a to the pathology
lab for testing. Following the tests there is still resdua urine in the specimen container. When
discarded, isthe residud urine and the container a regulated medica waste under 4.0 CFR Part
259?

No; provided that the patient is not in isolation for a highly communicable disease.
Urineis not defined as abody fluid in Section 259.10(b), and thus does not fall under
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18c.

19.

20.

Class 2-Pathologica Wastesin 40 CFR 259.30(). Therefore, the resdual urine and
its container would not be regulated under 40 CFR Part 259.

The patient described in Question 18a goes into surgery, and postoperatively is outfitted with a
urinary catheter. During recovery the patient experiences hematuria, or blood in the urine. The
nurse removes the catheter and bag as necessary. Are these items, and the fluid they contain,
regulated under 40 CFR Part 259 when discarded?

If the urine and/or catheter bag contains blood, these items would be regulated as a
Class 3 - Human blood and blood products waste since they are or contain waste
human blood (40 CFR 259.30(a)). The catheter tubing is covered by the regulations, if
it is saturated and/or dripping with blood, or otherwise meetsthe listing for Class 3
waste in Section 259.30(a)(3). The collected urineis regulated as Class 3 if it contains
blood. If no blood were present in the urine or catheter bag, the urine and bag would
not be regulated as discussed in 183, above.

While at an accident scene, the members of an ambulance crew administer emergency hedth
careto thevictims. In doing so, they generate gauze pads that are saturated with blood and are
subsequently regulated medica waste under Section 259.30(a)(Class 3). If the crew members
package the gauze pads in packaging that meets the requirements of 40 CFR 259.41, can they
transport the waste to a hospital, under Section 259.51(a)? Would the ambulance crew have to
fill out alog to document the shipment?

Any medica materias used during emergency hedth care procedures outside amedical
fecility, do not become medica waste, and thus subject to Part 259 regulation, until they
are removed from the emergency vehicles and discarded. In this scenario the gauze
pads do not require packaging that meets Section 259.41 requirements before they are
removed from the emergency vehicle. Ambulances and emergency rescue services are
not subject to the 40 CFR Part 259 regulations with respect to materias used during the
course of providing emergency medica care. The crew also would not be required to
complete alog for trangporting the gauze pads to the hospital. The blood- soaked
material becomes “regulated medical waste’, and thus becomes subject to the Part 259
requirements, when it is removed from the emergency vehicle and is discarded a the
medica facility or a the emergency service's place of busness.

An independent, private physcian trangports his regulated medica waste to a hospitd under the
40 CFR 259.51(a) exemption. In order to transport his regulated medica wagte off-gte, the
physician has properly packaged, labeled, and marked his boxes of regulated medicd waste, in
compliance with 40 CFR Part 259, Subpart E; he aso meets the other conditions of Section
259.51(a) and 259.54(b)(2). For example, he has a written agreement with the hospital
accepting his waste and has maintained appropriate shipment logs. When the hospitd prepares
to ship the physician's regulated medica waste from the hospita, the hospital must fill out a
tracking form because the hospitd isitsdf a generator of more than 50 pounds of regulated
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21

22.

medica waste per month (Section 259.52(a)). What party is responsble for sgning the
tracking formin Box 15 - the hospitd or the physician?

In this scenario the physician is exempt from the use of the tracking form under
259.51(a). However, because the hospitd is the generator offering the physician's
wadte for trangport, the hospita is required to comply with the tracking form
requirements of Section 259.52 for thiswaste. See Section 259.52(a) It istherefore
the respongihility of the hospital to Sign the tracking form in Box 15. If the hospitd is
concerned about its liability in the event the physician has not properly packaged the
wadte, the hospita could make its own contractud arrangements with the physician (e.g.
as part of the “written agreement” required by Section 259. 51(a)(1)(i)) or it could
choose to overpack the physician's waste in packaging that meets the Section 259.41
requirements.

A dinicd diagnogtic |aboratory provides laboratory technicians who trave to an off-ste
hospital, remove blood specimens from patients for diagnostic purposes and take the specimens
off-gte to the laboratory for analysis. In the process of taking the blood specimens, the
technicians utilize blood-drawing devices that become regulated medical waste. Can the
|aboratory's technicians (who collectively generate less than 50 pounds of regulated medical
wadte per month at the hospital) trangport the waste from the hospital under the Section
259.51(a) exemption?

Y es, the 40 CFR 259.51 (a) exemption could be used by the diagnostic laboratory
provided that al conditionsin 259.51(a) are stisfied including: the generation of less
than 50 pounds of regulated medical waste per month; the regulated medicd wasteis
transported to a hedth care facility, an intermediate handler, a destination facility, or the
generator's place of business, the regulated waste is trangported in a vehicle owned by
the generator or an authorized employee; and the appropriate shipment logs are
maintained as required by 259.54(b)(2).

In this scenario the diagnostic laboratory operates as a separate entity from the hospital
and thus they are two different generators operating at the same ste. If the laboratory
generates less than 50 pounds of regulated medica waste per month at the hospitd ste,
it may use the Section 259.51(a)(l) exemption for trangporting the waste to the
generator's place of business.

A generator packages his regulated medical waste and marks the boxes with an intended date
of shipment for the following day. However, the transporter is delayed and does not actualy
remove the waste from the facility for three days. 1sthe generator required to re-mark each
package with the date the transporter picks up the waste?

No, Section 259.45(a)(5) requires the generator to mark the date of shipment on
regulated medical waste packages to provide alink between each package and its
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associated tracking form. In some cases, the intended date of shipment marked on the
packages may differ from the actua date of shipment due to delaysin pickup by the
trangporter, loading of atruck over aperiod of severd days, etc. Inthisingance, if the
actud date of shipment is different than the intended date marked on the packages, the
generator should indicate in Box 14 of the tracking form, that the packages were
actually shipped on a subsequent day. The intent of 259.45(a)(5) was that there be a
unique number (shipping date) which ties that or those packages to a specific tracking
form.

23a. A farmer treats her diseased livestock with injections of medication. She doesthisin abarn or
in fields next to her resdence. Are the used syringes and needles which she generates excluded
from the definition of regulated medica waste under the household waste excluson at 40 CFR
259.30(b) (2) (ii)?

No; the used syringes have not been generated on the premises of aresidence and are
more akin to veterinary wastes than materias found in waste generated by consumersin
their homes, see 54 FR 12339 (March 24, 1989). Thus, the syringes are not excluded
under the household waste excluson. They meet the listing description for sharps
(Section 259.30(a)(4)), and are regulated medical waste.

23b. A pet owner treets his pet with injections of medication in hishome. Are the used syringes and
needles regulated medica waste?

In this Stuation, the used syringes and needles are excluded from the definition of
regulated medica waste under Section 259.30(b)(1)(ii). They are domestic waste
generated by an individua on the premises of aresidence, and thus are “household
waste.”
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