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(g) The following are not subject to 
40 CFR parts 260 through 273, except as 
specified: 

(1) Pharmaceuticals that are not 
solid waste, as defined by § 261.2, be-
cause they are legitimately used/reused 
(e.g., lawfully donated for their in-
tended purpose) or reclaimed. 

(2) Over-the-counter pharma-
ceuticals, dietary supplements, or ho-
meopathic drugs that are not solid 
wastes, as defined by § 261.2, because 
they have a reasonable expectation of 
being legitimately used/reused (e.g., 
lawfully redistributed for their in-
tended purpose) or reclaimed. 

(3) Pharmaceuticals being managed 
in accordance with a recall strategy 
that has been approved by the Food 
and Drug Administration in accordance 
with 21 CFR part 7 subpart C. This sub-
part does apply to the management of 
the recalled hazardous waste pharma-
ceuticals after the Food and Drug Ad-
ministration approves the destruction 
of the recalled items. 

(4) Pharmaceuticals being managed 
in accordance with a recall corrective 
action plan that has been accepted by 
the Consumer Product Safety Commis-
sion in accordance with 16 CFR part 
1115. This subpart does apply to the 
management of the recalled hazardous 
waste pharmaceuticals after the Con-
sumer Product Safety Commission ap-
proves the destruction of the recalled 
items. 

(5) Pharmaceuticals stored according 
to a preservation order, or during an 
investigation or judicial proceeding 
until after the preservation order, in-
vestigation, or judicial proceeding has 
concluded and/or a decision is made to 
discard the pharmaceuticals. 

(6) Investigational new drugs for 
which an investigational new drug ap-
plication is in effect in accordance 
with the Food and Drug Administra-
tion’s regulations in 21 CFR part 312. 
This subpart does apply to the manage-
ment of the investigational new drug 
after the decision is made to discard 
the investigational new drug or the 
Food and Drug Administration ap-
proves the destruction of the investiga-
tional new drug, if the investigational 
new drug is a hazardous waste. 

(7) Household waste pharmaceuticals, 
including those that have been col-

lected by an authorized collector (as 
defined by the Drug Enforcement Ad-
ministration), provided the authorized 
collector complies with the conditional 
exemption in §§ 266.506(a)(2) and 
266.506(b). 

§ 266.502 Standards for healthcare fa-
cilities managing non-creditable 
hazardous waste pharmaceuticals. 

(a) Notification and withdrawal from 
this subpart for healthcare facilities man-
aging hazardous waste pharmaceuticals— 
(1) Notification. A healthcare facility 
must notify the EPA Regional Admin-
istrator, using the Site Identification 
Form (EPA Form 8700–12), that it is a 
healthcare facility operating under 
this subpart. A healthcare facility is 
not required to fill out Box 10.B. 
(Waste Codes for Federally Regulated 
Hazardous Waste) of the Site Identi-
fication Form with respect to its haz-
ardous waste pharmaceuticals. A 
healthcare facility must submit a sepa-
rate notification (Site Identification 
Form) for each site or EPA identifica-
tion number. 

(i) A healthcare facility that already 
has an EPA identification number 
must notify the EPA Regional Admin-
istrator, using the Site Identification 
Form (EPA Form 8700–12), that it is a 
healthcare facility as part of its next 
Biennial Report, if it is required to 
submit one; or if not required to sub-
mit a Biennial Report, within 60 days 
of the effective date of this subpart, or 
within 60 days of becoming subject to 
this subpart. 

(ii) A healthcare facility that does 
not have an EPA identification number 
must obtain one by notifying the EPA 
Regional Administrator, using the Site 
Identification Form (EPA Form 8700– 
12), that it is a healthcare facility as 
part of its next Biennial Report, if it is 
required to submit one; or if not re-
quired to submit a Biennial Report, 
within 60 days of the effective date of 
this subpart, or within 60 days of be-
coming subject to this subpart. 

(iii) A healthcare facility must keep 
a copy of its notification on file for as 
long as the healthcare facility is sub-
ject to this subpart. 

(2) Withdrawal. A healthcare facility 
that operated under this subpart but is 
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no longer subject to this subpart, be-
cause it is a very small quantity gener-
ator under § 262.14, and elects to with-
draw from this subpart, must notify 
the appropriate EPA Regional Admin-
istrator using the Site Identification 
Form (EPA Form 8700–12) that it is no 
longer operating under this subpart. A 
healthcare facility is not required to 
fill out Box 10.B. (Waste Codes for Fed-
erally Regulated Hazardous Waste) of 
the Site Identification Form with re-
spect to its hazardous waste pharma-
ceuticals. A healthcare facility must 
submit a separate notification (Site 
Identification Form) for each EPA 
identification number. 

(i) A healthcare facility must submit 
the Site Identification Form notifying 
that it is withdrawing from this sub-
part before it begins operating under 
the conditional exemption of § 262.14. 

(ii) A healthcare facility must keep a 
copy of its withdrawal on file for three 
years from the date of signature on the 
notification of its withdrawal. 

(b) Training of personnel managing 
non-creditable hazardous waste pharma-
ceuticals at healthcare facilities. A 
healthcare facility must ensure that 
all personnel that manage non-cred-
itable hazardous waste pharma-
ceuticals are thoroughly familiar with 
proper waste handling and emergency 
procedures relevant to their respon-
sibilities during normal facility oper-
ations and emergencies. 

(c) Hazardous waste determination for 
non-creditable pharmaceuticals. A 
healthcare facility that generates a 
solid waste that is a non-creditable 
pharmaceutical must determine wheth-
er that pharmaceutical is a hazardous 
waste pharmaceutical (i.e., it exhibits a 
characteristic identified in 40 CFR part 
261 subpart C or is listed in 40 CFR part 
261 subpart D) in order to determine 
whether the waste is subject to this 
subpart. A healthcare facility may 
choose to manage its non-hazardous 
waste pharmaceuticals as non-cred-
itable hazardous waste pharma-
ceuticals under this subpart. 

(d) Standards for containers used to ac-
cumulate non-creditable hazardous waste 
pharmaceuticals at healthcare facilities. 
(1) A healthcare facility must place 
non-creditable hazardous waste phar-
maceuticals in a container that is 

structurally sound, compatible with its 
contents, and that lacks evidence of 
leakage, spillage, or damage that could 
cause leakage under reasonably fore-
seeable conditions. 

(2) A healthcare facility that man-
ages ignitable or reactive non-cred-
itable hazardous waste pharma-
ceuticals, or that mixes or commingles 
incompatible non-creditable hazardous 
waste pharmaceuticals must manage 
the container so that it does not have 
the potential to: 

(i) Generate extreme heat or pres-
sure, fire or explosion, or violent reac-
tion; 

(ii) Produce uncontrolled toxic mists, 
fumes, dusts, or gases in sufficient 
quantities to threaten human health; 

(iii) Produce uncontrolled flammable 
fumes or gases in sufficient quantities 
to pose a risk of fire or explosions; 

(iv) Damage the structural integrity 
of the container of non-creditable haz-
ardous waste pharmaceuticals; or 

(v) Through other like means threat-
en human health or the environment. 

(3) A healthcare facility must keep 
containers of non-creditable hazardous 
waste pharmaceuticals closed and se-
cured in a manner that prevents unau-
thorized access to its contents. 

(4) A healthcare facility may accu-
mulate non-creditable hazardous waste 
pharmaceuticals and non-hazardous 
non-creditable waste pharmaceuticals 
in the same container, except that non- 
creditable hazardous waste pharma-
ceuticals prohibited from being com-
busted because of the dilution prohibi-
tion of § 268.3(c) must be accumulated 
in separate containers and labeled with 
all applicable hazardous waste numbers 
(i.e., hazardous waste codes). 

(e) Labeling containers used to accumu-
late non-creditable hazardous waste phar-
maceuticals at healthcare facilities. A 
healthcare facility must label or clear-
ly mark each container of non-cred-
itable hazardous waste pharma-
ceuticals with the phrase ‘‘Hazardous 
Waste Pharmaceuticals.’’ 

(f) Maximum accumulation time for 
non-creditable hazardous waste pharma-
ceuticals at healthcare facilities. (1) A 
healthcare facility may accumulate 
non-creditable hazardous waste phar-
maceuticals on site for one year or less 
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without a permit or having interim 
status. 

(2) A healthcare facility that accu-
mulates non-creditable hazardous 
waste pharmaceuticals on-site must 
demonstrate the length of time that 
the non-creditable hazardous waste 
pharmaceuticals have been accumu-
lating, starting from the date it first 
becomes a waste. A healthcare facility 
may make this demonstration by any 
of the following methods: 

(i) Marking or labeling the container 
of non-creditable hazardous waste 
pharmaceuticals with the date that the 
non-creditable hazardous waste phar-
maceuticals became a waste; 

(ii) Maintaining an inventory system 
that identifies the date the non-cred-
itable hazardous waste pharma-
ceuticals being accumulated first be-
came a waste; 

(iii) Placing the non-creditable haz-
ardous waste pharmaceuticals in a spe-
cific area and identifying the earliest 
date that any of the non-creditable 
hazardous waste pharmaceuticals in 
the area became a waste. 

(g) Land disposal restrictions for non- 
creditable hazardous waste pharma-
ceuticals. The non-creditable hazardous 
waste pharmaceuticals generated by a 
healthcare facility are subject to the 
land disposal restrictions of 40 CFR 
part 268. A healthcare facility that gen-
erates non-creditable hazardous waste 
pharmaceuticals must comply with the 
land disposal restrictions in accord-
ance with § 268.7(a) requirements, ex-
cept that it is not required to identify 
the hazardous waste numbers (i.e., haz-
ardous waste codes) on the land dis-
posal restrictions notification. 

(h) Procedures for healthcare facilities 
for managing rejected shipments of non- 
creditable hazardous waste pharma-
ceuticals. A healthcare facility that 
sends a shipment of non-creditable haz-
ardous waste pharmaceuticals to a des-
ignated facility with the understanding 
that the designated facility can accept 
and manage the waste, and later re-
ceives that shipment back as a rejected 
load in accordance with the manifest 
discrepancy provisions of § 264.72 or 
§ 265.72 of this chapter may accumulate 
the returned non-creditable hazardous 
waste pharmaceuticals on site for up to 
an additional 90 days provided the re-

jected or returned shipment is man-
aged in accordance with paragraphs (d) 
and (e) of this section. Upon receipt of 
the returned shipment, the healthcare 
facility must: 

(1) Sign either: 
(i) Item 18c of the original manifest, 

if the original manifest was used for 
the returned shipment; or 

(ii) Item 20 of the new manifest, if a 
new manifest was used for the returned 
shipment; 

(2) Provide the transporter a copy of 
the manifest; 

(3) Within 30 days of receipt of the re-
jected shipment, send a copy of the 
manifest to the designated facility that 
returned the shipment to the 
healthcare facility; and 

(4) Within 90 days of receipt of the re-
jected shipment, transport or offer for 
transport the returned shipment in ac-
cordance with the shipping standards 
of § 266.508(a). 

(i) Reporting by healthcare facilities for 
non-creditable hazardous waste pharma-
ceuticals—(1) Biennial reporting by 
healthcare facilities. Healthcare facili-
ties are not subject to biennial report-
ing requirements under § 262.41, with 
respect to non-creditable hazardous 
waste pharmaceuticals managed under 
this subpart. 

(2) Exception reporting by healthcare 
facilities for a missing copy of the mani-
fest—(i) For shipments from a healthcare 
facility to a designated facility. (A) If a 
healthcare facility does not receive a 
copy of the manifest with the signature 
of the owner or operator of the des-
ignated facility within 60 days of the 
date the non-creditable hazardous 
waste pharmaceuticals were accepted 
by the initial transporter, the 
healthcare facility must submit: 

(1) A legible copy of the original 
manifest, indicating that the 
healthcare facility has not received 
confirmation of delivery, to the EPA 
Regional Administrator for the Region 
in which the healthcare facility is lo-
cated; and 

(2) A handwritten or typed note on 
the manifest itself, or on an attached 
sheet of paper, stating that the return 
copy was not received and explaining 
the efforts taken to locate the non- 
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creditable hazardous waste pharma-
ceuticals and the results of those ef-
forts. 

(B) [Reserved] 
(ii) For shipments rejected by the des-

ignated facility and shipped to an alter-
nate facility. (A) If a healthcare facility 
does not receive a copy of the manifest 
for a rejected shipment of the non- 
creditable hazardous waste pharma-
ceuticals that is forwarded by the des-
ignated facility to an alternate facility 
(using appropriate manifest proce-
dures), with the signature of the owner 
or operator of the alternate facility, 
within 60 days of the date the non-cred-
itable hazardous waste was accepted by 
the initial transporter forwarding the 
shipment of non-creditable hazardous 
waste pharmaceuticals from the des-
ignated facility to the alternate facil-
ity, the healthcare facility must sub-
mit: 

(1) A legible copy of the original 
manifest, indicating that the 
healthcare facility has not received 
confirmation of delivery, to the EPA 
Regional Administrator for the Region 
in which the healthcare facility is lo-
cated; and 

(2) A handwritten or typed note on 
the manifest itself, or on an attached 
sheet of paper, stating that the return 
copy was not received and explaining 
the efforts taken to locate the non- 
creditable hazardous waste pharma-
ceuticals and the results of those ef-
forts. 

(B) [Reserved] 
(3) Additional reports. The EPA Re-

gional Administrator may require 
healthcare facilities to furnish addi-
tional reports concerning the quan-
tities and disposition of non-creditable 
hazardous waste pharmaceuticals. 

(j) Recordkeeping by healthcare facili-
ties for non-creditable hazardous waste 
pharmaceuticals. (1) A healthcare facil-
ity must keep a copy of each manifest 
signed in accordance with § 262.23(a) for 
three years or until it receives a signed 
copy from the designated facility 
which received the non-creditable haz-
ardous waste pharmaceuticals. This 
signed copy must be retained as a 
record for at least three years from the 
date the waste was accepted by the ini-
tial transporter. 

(2) A healthcare facility must keep a 
copy of each exception report for a pe-
riod of at least three years from the 
date of the report. 

(3) A healthcare facility must keep 
records of any test results, waste anal-
yses, or other determinations made to 
support its hazardous waste determina-
tion(s) consistent with § 262.11(f), for at 
least three years from the date the 
waste was last sent to on-site or off- 
site treatment, storage or disposal. A 
healthcare facility that manages all of 
its non-creditable non-hazardous waste 
pharmaceuticals as non-creditable haz-
ardous waste pharmaceuticals is not 
required to keep documentation of haz-
ardous waste determinations. 

(4) The periods of retention referred 
to in this section are extended auto-
matically during the course of any un-
resolved enforcement action regarding 
the regulated activity, or as requested 
by the EPA Regional Administrator. 

(5) All records must be readily avail-
able upon request by an inspector. 

(k) Response to spills of non-creditable 
hazardous waste pharmaceuticals at 
healthcare facilities. A healthcare facil-
ity must immediately contain all spills 
of non-creditable hazardous waste 
pharmaceuticals and manage the spill 
clean-up materials as non-creditable 
hazardous waste pharmaceuticals in 
accordance with the requirements of 
this subpart. 

(l) Accepting non-creditable hazardous 
waste pharmaceuticals from an off-site 
healthcare facility that is a very small 
quantity generator. A healthcare facil-
ity may accept non-creditable haz-
ardous waste pharmaceuticals from an 
off-site healthcare facility that is a 
very small quantity generator under 
§ 262.14, without a permit or without 
having interim status, provided the re-
ceiving healthcare facility: 

(1) Is under the control of the same 
person (as defined in § 260.10) as the 
very small quantity generator 
healthcare facility that is sending the 
non-creditable hazardous waste phar-
maceuticals off-site (‘‘control,’’ for the 
purposes of this section, means the 
power to direct the policies of the 
healthcare facility, whether by the 
ownership of stock, voting rights, or 
otherwise, except that contractors who 
operate healthcare facilities on behalf 
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of a different person as defined in 
§ 260.10 of this chapter shall not be 
deemed to ‘‘control’’ such healthcare 
facilities) or has a contractual or other 
documented business relationship 
whereby the receiving healthcare facil-
ity supplies pharmaceuticals to the 
very small quantity generator 
healthcare facility; 

(2) Is operating under this subpart for 
the management of its non-creditable 
hazardous waste pharmaceuticals; 

(3) Manages the non-creditable haz-
ardous waste pharmaceuticals that it 
receives from off site in compliance 
with this subpart; and 

(4) Keeps records of the non-cred-
itable hazardous waste pharma-
ceuticals shipments it receives from off 
site for three years from the date that 
the shipment is received. 

§ 266.503 Standards for healthcare fa-
cilities managing potentially cred-
itable hazardous waste pharma-
ceuticals. 

(a) Hazardous waste determination for 
potentially creditable pharmaceuticals. A 
healthcare facility that generates a 
solid waste that is a potentially cred-
itable pharmaceutical must determine 
whether the potentially creditable 
pharmaceutical is a potentially cred-
itable hazardous waste pharmaceutical 
(i.e., it is listed in 40 CFR part 261 sub-
part D or exhibits a characteristic 
identified in 40 CFR part 261 subpart 
C). A healthcare facility may choose to 
manage its potentially creditable non- 
hazardous waste pharmaceuticals as 
potentially creditable hazardous waste 
pharmaceuticals under this subpart. 

(b) Accepting potentially creditable haz-
ardous waste pharmaceuticals from an 
off-site healthcare facility that is a very 
small quantity generator. A healthcare 
facility may accept potentially cred-
itable hazardous waste pharma-
ceuticals from an off-site healthcare 
facility that is a very small quantity 
generator under § 262.14, without a per-
mit or without having interim status, 
provided the receiving healthcare facil-
ity: 

(1) Is under the control of the same 
person, as defined in § 260.10, as the 
very small quantity generator 
healthcare facility that is sending the 
potentially creditable hazardous waste 

pharmaceuticals off site, or has a con-
tractual or other documented business 
relationship whereby the receiving 
healthcare facility supplies pharma-
ceuticals to the very small quantity 
generator healthcare facility; 

(2) Is operating under this subpart for 
the management of its potentially 
creditable hazardous waste pharma-
ceuticals; 

(3) Manages the potentially cred-
itable hazardous waste pharma-
ceuticals that it receives from off site 
in compliance with this subpart; and 

(4) Keeps records of the potentially 
creditable hazardous waste pharma-
ceuticals shipments it receives from off 
site for three years from the date that 
the shipment is received. 

(c) Prohibition. Healthcare facilities 
are prohibited from sending hazardous 
wastes other than potentially cred-
itable hazardous waste pharma-
ceuticals to a reverse distributor. 

(d) Biennial Reporting by healthcare fa-
cilities. Healthcare facilities are not 
subject to biennial reporting require-
ments under § 262.41 with respect to po-
tentially creditable hazardous waste 
pharmaceuticals managed under this 
subpart. 

(e) Recordkeeping by healthcare facili-
ties. (1) A healthcare facility that initi-
ates a shipment of potentially cred-
itable hazardous waste pharma-
ceuticals to a reverse distributor must 
keep the following records (paper or 
electronic) for each shipment of poten-
tially creditable hazardous waste phar-
maceuticals for three years from the 
date of shipment: 

(i) The confirmation of delivery; and 
(ii) The shipping papers prepared in 

accordance with 49 CFR part 172 sub-
part C, if applicable. 

(2) The periods of retention referred 
to in this section are extended auto-
matically during the course of any un-
resolved enforcement action regarding 
the regulated activity, or as requested 
by the EPA Regional Administrator. 

(3) All records must be readily avail-
able upon request by an inspector. 

(f) Response to spills of potentially cred-
itable hazardous waste pharmaceuticals 
at healthcare facilities. A healthcare fa-
cility must immediately contain all 
spills of potentially creditable haz-
ardous waste pharmaceuticals and 
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