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outer container of the collection recep-
tacle shall be locked or made otherwise
inaccessible to the public when an em-
ployee is not present (e.g., when the
pharmacy is closed), or when the col-
lection receptacle is not being regu-
larly monitored by long-term care fa-
cility employees.

(g) The installation and removal of
the inner liner of the collection recep-
tacle shall be performed by or under
the supervision of at least two employ-
ees of the authorized collector.

§1317.80 Collection receptacles at
long-term care facilities.

(a) A long-term care facility may dis-
pose of controlled substances in Sched-
ules IT, III, IV, and V on behalf of an ul-
timate user who resides, or has resided,
at such long-term care facility by
transferring those controlled sub-
stances into an authorized collection
receptacle located at that long-term
care facility. When disposing of such
controlled substances by transferring
those substances into a collection re-
ceptacle, such disposal shall occur im-
mediately, but no longer than three
business days after the discontinuation
of use by the ultimate user. Dis-
continuation of use includes a perma-
nent discontinuation of use as directed
by the prescriber, as a result of the
resident’s transfer from the long-term
care facility, or as a result of death.

(b) Only authorized retail pharmacies
and hospitals/clinics with an on-site
pharmacy may install, manage, and
maintain collection receptacles at
long-term care facilities and remove,
seal, transfer, and store, or supervise
the removal, sealing, transfer, and
storage of sealed inner liners at long-
term care facilities. Collectors author-
ized to install, manage, and maintain
collection receptacles at long-term
care facilities shall comply with all re-
quirements of this chapter, including
§§1317.60, 1317.75, and 1317.80.

(c) The installation, removal, trans-
fer, and storage of inner liners shall be
performed either: By or under the su-
pervision of one employee of the au-
thorized collector and one supervisor-
level employee of the long-term care
facility (e.g., a charge nurse or super-
visor) designated by the authorized col-
lector; or, by or under the supervision
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of two employees of the authorized col-
lector.

(d) Upon removal, sealed inner liners
may only be stored at the long-term
care facility for up to three business
days in a securely locked, substantially
constructed cabinet or a securely
locked room with controlled access
until transfer in accordance with
§1317.05(c)(2)(iv).

(e) Neither a hospital/clinic with an
on-site pharmacy nor a retail phar-
macy shall operate a collection recep-
tacle at a long-term care facility until
its registration has been modified in
accordance with §1301.51 of this chap-
ter.

§1317.85 Ultimate user delivery for
the purpose of recall or investiga-
tional use of drugs.

(a) In the event of a product recall,
an ultimate user in lawful possession of
a controlled substance listed in Sched-
ule II, III, IV, or V may deliver the re-
called substance to the manufacturer
of the substance or another registrant
authorized by the manufacturer to ac-
cept recalled controlled substances on
the manufacturer’s behalf.

(b) An ultimate user who is partici-
pating in an investigational use of
drugs pursuant to 21 U.S.C. 355(i) and
360b(j) and wishes to deliver any un-
used controlled substances received as
part of that research to the registered
dispenser from which the ultimate user
obtained those substances may do so in
accordance with regulations promul-
gated by the Secretary of Health and
Human Services pursuant to 21 U.S.C.
355(1) and 360b(j).

Subpart C—Destruction of
Controlled Substances

§1317.90 Methods of destruction.

(a) All controlled substances to be de-
stroyed by a registrant, or caused to be
destroyed by a registrant pursuant to
§1317.95(c), shall be destroyed in com-
pliance with applicable Federal, State,
tribal, and local laws and regulations
and shall be rendered non-retrievable.

(b) Where multiple controlled sub-
stances are comingled, the method of
destruction shall be sufficient to
render all such controlled substances
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non-retrievable. When the actual sub-
stances collected for destruction are
unknown but may reasonably include
controlled substances, the method of
destruction shall be sufficient to
render non-retrievable any controlled
substance likely to be present.

(c) The method of destruction shall
be consistent with the purpose of ren-
dering all controlled substances to a
non-retrievable state in order to pre-
vent diversion of any such substance to
illicit purposes and to protect the pub-
lic health and safety.

§1317.95 Destruction procedures.

The destruction of any controlled
substance shall be in accordance with
the following requirements:

(a) Transfer to a person registered or
authorized to accept controlled substances
for the purpose of destruction. If the con-
trolled substances are transferred to a
person registered or authorized to ac-
cept the controlled substances for the
purpose of destruction, two employees
of the transferring registrant shall load
and unload or observe the loading and
unloading of any controlled substances
until transfer is complete.

(b) Transport to a registered location. If
the controlled substances are trans-
ported by a registrant to a registered
location for subsequent destruction,
the following procedures shall be fol-
lowed:

(1) Transportation shall be directly
to the registered location (the sub-
stances shall be constantly moving to-
wards their final location and unneces-
sary or unrelated stops and stops of an
extended duration shall not occur);

(2) Two employees of the trans-
porting registrant shall accompany the
controlled substances to the registered
location;

(3) Two employees of the trans-
porting registrant shall load and un-
load or observe the loading and unload-
ing of the controlled substances until
transfer is complete;

(c) Transport to a non-registered loca-
tion. If the controlled substances are
transported by a registrant to a de-
struction location that is not a reg-
istered location, the following proce-
dures shall be followed:

(1) Transportation shall be directly
to the destruction location (the sub-
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stances shall be constantly moving to-
wards their final destruction location
and unnecessary or unrelated stops and
stops of an extended duration shall not
occur);

(2) Two employees of the trans-
porting registrant shall accompany the
controlled substances to the destruc-
tion location;

(3) Two employees of the trans-
porting registrant shall load and un-
load or observe the loading and unload-
ing of the controlled substances;

(4) Two employees of the trans-
porting registrant shall handle or ob-
serve the handling of any controlled
substance until the substance is ren-
dered non-retrievable; and

(5) Two employees of the trans-
porting registrant shall personally wit-
ness the destruction of the controlled
substance until it is rendered non-re-
trievable.

(d) On-site destruction. If the con-
trolled substances are destroyed at a
registrant’s registered location uti-
lizing an on-site method of destruction,
the following procedures shall be fol-
lowed:

(1) Two employees of the registrant
shall handle or observe the handling of
any controlled substance until the sub-
stance is rendered non-retrievable; and

(2) Two employees of the registrant
shall personally witness the destruc-
tion of the controlled substance until
it is rendered non-retrievable.
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