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manage the spill clean-up materials as
non-creditable hazardous waste phar-
maceuticals in accordance with this
subpart.

§266.504 Healthcare facilities that are
very small quantity generators for
both hazardous waste pharma-
ceuticals and non-pharmaceutical
hazardous waste.

(a) Potentially creditable hazardous
waste pharmaceuticals. A healthcare fa-
cility that is a very small quantity
generator for both hazardous waste
pharmaceuticals and non-pharma-
ceutical hazardous waste may send its
potentially creditable hazardous waste
pharmaceuticals to a reverse dis-
tributor.

(b) Off-site collection of hazardous
waste pharmaceuticals generated by a
healthcare facility that is a very small
quantity generator. A healthcare facil-
ity that is a very small quantity gener-
ator for both hazardous waste pharma-
ceuticals and non-pharmaceutical haz-
ardous waste may send its hazardous
waste pharmaceuticals off-site to an-
other healthcare facility, provided:

(1) The receiving healthcare facility
meets the conditions in §266.502(1) of
this subpart and §266.503(b), as applica-
ble; or

(2) The very small quantity generator
healthcare facility meets the condi-
tions in §262.14(a)(5)(viii) and the re-
ceiving large quantity generator meets
the conditions in §262.17(f).

(c) Long-term care facilities that are
very small quantity generators. A long-
term care facility that is a very small
quantity generator for both hazardous
waste pharmaceuticals and non-phar-
maceutical hazardous waste may dis-
pose of its hazardous waste pharma-
ceuticals (excluding contaminated per-
sonal protective equipment or clean-up
materials) in an on-site collection re-
ceptacle of an authorized collector (as
defined by the Drug Enforcement Ad-
ministration) that is registered with
the Drug Enforcement Administration
provided the contents are collected,
stored, transported, destroyed and dis-
posed of in compliance with all applica-
ble Drug Enforcement Administration
regulations for controlled substances.

(d) Long-term care facilities with 20
beds or fewer. A long-term care facility
with 20 beds or fewer is presumed to be
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a very small quantity generator sub-
ject to §262.14 for both hazardous waste
pharmaceuticals and non-pharma-
ceutical hazardous waste and not sub-
ject to this subpart, except for §§266.505
and 266.507 and the other optional pro-
visions of this section. The EPA Re-
gional Administrator has the responsi-
bility to demonstrate that a long-term
care facility with 20 beds or fewer gen-
erates quantities of hazardous waste
that are in excess of the very small
quantity generator limits as defined in
§260.10. A long-term care facility with
more than 20 beds that operates as a
very small quantity generator under
§262.14 must demonstrate that it gen-
erates quantities of hazardous waste
that are within the very small quan-
tity generator limits as defined by
§260.10.

§266.505 Prohibition of sewering haz-
ardous waste pharmaceuticals.

All healthcare facilities—including
very small quantity generators oper-
ating under §262.14 in lieu of this sub-
part—and reverse distributors are pro-
hibited from discharging hazardous
waste pharmaceuticals to a sewer sys-
tem that passes through to a publicly-
owned treatment works. Healthcare fa-
cilities and reverse distributors remain
subject to the prohibitions in 40 CFR
403.5(b)(1).

§266.506 Conditional exemptions for
hazardous waste pharmaceuticals
that are also controlled substances
and household waste pharma-
ceuticals collected in a take-back
event or program.

(a) Conditional exemptions. Provided
the conditions of paragraph (b) of this
section are met, the following are ex-
empt from 40 CFR parts 262 through
273:

(1) Hazardous waste pharmaceuticals
that are also listed on a schedule of
controlled substances by the Drug En-
forcement Administration in 21 CFR
part 1308, and

(2) Household waste pharmaceuticals
that are collected in a take-back event
or program, including those that are
collected by an authorized collector (as
defined by the Drug Enforcement Ad-
ministration) registered with the Drug
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Enforcement Administration that com-
mingles the household waste pharma-
ceuticals with controlled substances
from an ultimate user (as defined by
the Drug Enforcement Administra-
tion).

(b) Conditions for exemption. The haz-
ardous waste pharmaceuticals must be:

(1) Managed in compliance with the
sewer prohibition of §266.505; and

(2) Collected, stored, transported, and
disposed of in compliance with all ap-
plicable Drug Enforcement Adminis-
tration regulations for controlled sub-
stances; and

(3) Destroyed by a method that Drug
Enforcement Administration has pub-
licly deemed in writing to meet their
non-retrievable standard of destruction
or combusted at one of the following:

(i) A permitted large municipal waste
combustor, subject to 40 CFR part 62
subpart FFF or applicable state plan
for existing large municipal waste
combustors, or 40 CFR part 60 subparts
Eb for new large municipal waste com-
bustors; or

(ii) A permitted small municipal
waste combustor, subject to 40 CFR
part 62 subpart JJJ or applicable state
plan for existing small municipal waste
combustors, or 40 CFR part 60 subparts
AAAA for new small municipal waste
combustors; or

(iii) A permitted hospital, medical
and infectious waste incinerator, sub-
ject to 40 CFR part 62 subpart HHH or
applicable state plan for existing hos-
pital, medical and infectious waste in-
cinerators, or 40 CFR part 60 subpart
Ec for new hospital, medical and infec-
tious waste incinerators.

(iv) A permitted commercial and in-
dustrial solid waste incinerator, sub-
ject to 40 CFR part 62 subpart III or ap-
plicable state plan for existing com-
mercial and industrial solid waste in-
cinerators, or 40 CFR part 60 subpart
CCCC for new commercial and indus-
trial solid waste incinerators.

(v) A permitted hazardous waste
combustor subject to 40 CFR part 63
subpart EEE.

§266.507 Residues of hazardous waste
pharmaceuticals in empty con-
tainers.

(a) Stock, dispensing and unit-dose con-
tainers. A stock bottle, dispensing bot-
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tle, vial, or ampule (not to exceed 1
liter or 10,000 pills); or a unit-dose con-
tainer (e.g., a unit-dose packet, cup,
wrapper, blister pack, or delivery de-
vice) is considered empty and the resi-
dues are not regulated as hazardous
waste provided the pharmaceuticals
have been removed from the stock bot-
tle, dispensing bottle, vial, ampule, or
the unit-dose container using the prac-
tices commonly employed to remove
materials from that type of container.

(b) Syringes. A syringe is considered
empty and the residues are not regu-
lated as hazardous waste under this
subpart provided the contents have
been removed by fully depressing the
plunger of the syringe. If a syringe is
not empty, the syringe must be placed
with its remaining hazardous waste
pharmaceuticals into a container that
is managed and disposed of as a non-
creditable hazardous waste pharma-
ceutical under this subpart and any ap-
plicable federal, state, and local re-
quirements for sharps containers and
medical waste.

(c) Intravenous (IV) bags. An IV bag is
considered empty and the residues are
not regulated as hazardous waste pro-
vided the pharmaceuticals in the IV
bag have been fully administered to a
patient. If an IV bag is not empty, the
IV bag must be placed with its remain-
ing hazardous waste pharmaceuticals
into a container that is managed and
disposed of as a non-creditable haz-
ardous waste pharmaceutical under
this subpart, unless the IV bag held
non-acute hazardous waste pharma-
ceuticals and is empty as defined in
§261.7(b)(1).

(d) Other containers, including delivery
devices. Hazardous waste pharma-
ceuticals remaining in all other types
of unused, partially administered, or
fully administered containers must be
managed as non-creditable hazardous
waste pharmaceuticals under this sub-
part, unless the container held non-
acute hazardous waste pharmaceuticals
and is empty as defined in §261.7(b)(1)
or (2). This includes, but is not limited
to, residues in inhalers, aerosol cans,
nebulizers, tubes of ointments, gels, or
creams.
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